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Introduction 

This interview with Theodore Ellenbogen is one of a s e r i e s  of interviews 

carried out with key persons involved with the passage of the  Kefauver-Harris 

Amendments of 1962 t o  the Food and Drug Act. 

This act  comprised the most s ignif icant  a l te ra t ion  of the  Food and Drug 

Act since the 1930's. I n  pa r t  t he  amendments tightened pre-market clearance 

of prescription drugs by adding the requirement t ha t  drugs had to  be proven 

effect ive,  as well  as  safe ,  f o r  t h e i r  intended purposes. Among other things 

the act  also attempted t o  correct advertising abuses, t ighten labeling require- 

ments and broaden inspection powers of the Food and Drug Administration. 

The passage of the act  was preceded by an extensive investigation in to  

the economics of the e th i ca l  drug industry under the guidance of Seaator Estes 

Kefauver's Antitrust  and Monopoly Subcommittee. Senator Kefauver's main legis-  

l a t i v e  goal had been t o  reduce prescription drug pr ices  by infusing greater  

competition in to  what he f e l t  was a market dominated by a re la t ive ly  small 

group of large manufacturers. He intended t o  do t h i s  through a s e r i e s  of 

regulations the most controversial of which involved a l te ra t ion  of tfhe patent 

laws as  they pertained to  prescription drugs. Most of h i s  pricing amendments 

were deleted from the law before passage. Indeed there probably would have been 

no leg is la t ion  enacted a t  a l l  except for  the thalidomide tragedy which spurred 

Congress t o  action. 

Theodore Ellenbogen, the subject  of t h i s  interview, was most imtmmenta l  

in shaping the leg is la t ion  tha t  was eventually t o  become the Kefauven-Harris 

Amendments. As  Deputy Chief of the General Counsel's Office of the Department 

of Health, Education, and Welfare, Mr .  Ellenbogen, among many other responsi- 

b i l i t i e s ,  was the attorney who drafted most of the department's b i l l s  dealing 

with Food. Drug, and Cosmetic legis la t ion.  As the man most intimately acquainted 



with the HEW'S version of the  b i l l ,  Mr .  Ellenbogen can of fe r  much i$sight 

into  the complexities and d i f f i c u l t i e s  inherent i n  such leg is la t ion ,  as  well  

as  t heva r ious  t ransi t ions  the b i l l  went through before i ts  f i n a l  passage in to  

law. 

M r .  Ellenbogen proved t o  be a most cooperative subject. Not only was 

he will ing t o  delve in to  complex subjects i n  de t a i l ,  but he a lso frequently 

dug back in to  departmental records t o  help refresh h i s  memory. The r e su l t  is 

over f ive  hours of tapes, recorded a t  h i s  home i n  Washington, D.C. i n  March 

1974, which form the basis  of the t ranscr ip t  presented below. A word of 

caution is i n  order, however. M r .  Ellenbogen, i n  order t o  present as accurate 

an account as possible, rewrote and edited the or ig ina l  t ranscr ip t  Uo a 

considerable extent. The t ranscr ip t  here presented w i l l  therefore d i f f e r  

somewhat i n  many places from the or iginal  tapes. The changes were benef ic ia l  

i n  c lar i fying and fur ther  amplifying the d i f f i c u l t  subject matter w d e r  

consideration i n  t h i s  interview. 

I wish to  thank M r .  Ellenbogen f o r  the  great  care and in t e r e s t  tha t  he 

took i n  t h i s  project .  

Richard E. McFadyen, Ph.D. 
History Department 
University of North Carolina 
a t  Greensboro 



M: Today is March t h e  1st. My name is Richard McFadyen of t h e  His tory  


Department of t h e  Univers i ty  of  North Carol ina  a t  Greensboro. This  i s  an 


in te rv iew with M r .  Theodore Ellenbogen--= I pronouncing your name r i g h t ?  


(E: Yes, you are . )  Good. To g e t  u s  s t a r t e d ,  I ' d  l i k e  t o  ask you j u s t  t o  


g ive  me a l i t t l e  b iographica l  background i n  terms of educat ion and how you 


go t  i n t o  your pos i t i on  i n  HEW a t  t h e  time of t h e  Kefauver l e g i s l a t i o n .  


E :  	You mean how I got  employed by HEW? O r  how I go t  i n t o  t h e  handling of 

t h i s  p a r t i c u l a r  b i l l ?  

M: Well, how you go t  employed by HEW (E: Ohh). J u s t  very briefly--background. 

E: Well, wel l .  Of course I ' m  a member of t h e  Bar. I was admitted t o  t h e  

Pennsylvania Bar i n  1929--I suppose be fo re  you were born? (M: Yes. I ' m  a 

few--) (chuckle) ( In  1937, I a l s o  was admitted t o  t h e  B a r  of t h e  U.S. Supreme 

Court, and i n  1951 o r  1952 t h e  D i s t r i c t  of Columbia Bar.) I n  t h e  summer of 

1930--after l e s s  than a  year  of p r i v a t e  pract ice--I  became a member of t h e  

e d i t o r i a l  s t a f f  of t h e  West Publishing Company--that's t h e  l a r g e s t  l e g a l  

publ i sh ing  house i n  t h e  country--for about s i x  years ,  u n t i l  November 1936, 

when I was employed by t h e  Soc ia l  Secur i ty  Board a s  an a t to rney  i n  Washington. 

I was with t h e  Soc ia l  Secur i ty  Board, i n  t h e  General Counsel 's  o f f i c e ,  i n  

s e v e r a l  c a p a c i t i e s  u n t i l  t h e  board became a p a r t  of t h e  newly e s t ab l i shed  

Federal  Secur i ty  Agency i n  1939, t o  whose General Counsel 's  Of f i ce  we lawyers 

were t r ans fe r r ed .  I might say  t h a t  i n i t i a l l y ,  when I joined t h e  $ o c i a l  

Secur i ty  Board, I worked on l e g i s l a t i o n ,  research ,  and bus iness  l a w .  La te r .  

both whi le  under t h e  Board and i n  t h e  Federal  Secur i ty  Agency, I worked on 

va r ious  sub jec t s ,  inc luding  unemployment compensation and l i t i g a t i o n  mat te rs .  

Then I was P r i n c i p a l  Attorney i n  t h e  Old Age and Survivors  Insuraace Division 



of the General Counsel's Office, a posit ion equivalent t o  what i s  now 

cal led Deputy Assistant General Counsel. Then from 1945 u n t i l  l a t e  i n  

1947 I was i n  the  mil i tary government f o r  Germany--the U.S. Mili tary 

Government fo r  Germany. h%en I returned, I rejoined the General Counsel's 

Office of the Federal Security Agency, t h i s  time as  a member of the l ega l  

s t a f f  of i ts  Legislative Division. The FSA l a t e r  became the Department of 

Health, Education, and Welfare i n  1953. But I remained i n  t ha t  division,  

being promoted from time t o  time, u n t i l  my retirement i n  1969. While I had 

handled many other matters, I had for  a number of years been draf t ing any 

leg is la t ion  that  the administration--the Department--wanted t o  submit under 

the Food, Drug, and Cosmetic Act--or i n  that  f i e l d ,  including the Food 

Additive Amendments of 1958 and the Color Additive Amendments of 1960. And 

so,  when the so-called Kefauver-Harris amendments and so for th  came up--that 

was natural ly  entrusted t o  me t o  handle f o r  that  division,  especially since 

I had been draft ing leg is la t ion  on tha t  very same subject. I was then Deputy 

Chief of the division. I subsequently became A s s i s t a n t  General Counsel i n  

charge of the division. 

M: Right. Did--did you by any chance have anything t o  do with the or ig ina l  

draf t ing of the 1938 Food and Drug Law? 

E: No. I did not. A t  tha t  time, the law then i n  force,  the Food and Drugs Act 3 
m 


of 1906, was administered by the Secretary of Agriculture, and so was the $ 
i 


1938 Act upon its enactment. (M: uh-huh) And tha t  was not transflerred t o  D 

5 
the Federal Security Agency until--I have forgotten whether i t  was a par t  of the 

or ig ina l  Federal Security Agency reorganization plan of 1939 or  1940 or  was 

added in. (M: I thought t ha t  might be an interest ing link--that 1 hadn't 

thought about.) No, I was not. 



M: ~ e t ' s  stop a minute. 

E: I should say, however, tha t  I have--I have the l eg i s l a t i ve  his tory,  i n  

book form, of the  or ig ina l  Food, Drug, and Cosmetic Act by Charles Wesley Dunn, 

published i n  1938, and I have delved in to  that  extensively i n  connection with 

reports on proposed leg is la t ion  tha t  I handled and draf t ing leg is la t ion .  

M: One of my predecessors a t  Emory University has published a book called 

"Food and Drug Legislation during the New Deal." (E: Oh?) He did it the 

same--somewhat similar t o  what I ' m  doing. 

E: I see. Well, the one I have is actually verbatim l eg i s l a t i ve  history.  

(M: Right, right--the raw material.) I have it upstai rs .  

M: Okay. Well, this--this provides us a background for  get t ing anto the 

Kefauver end of i t .  Um. Were--were you a--when did you f i r s t  beaome aware 
of--of the Kefauver b i l l ?  

E :  Well. What happened--let--could I s o r t  of rephrase t h i s?  (M: Please.) 

-We, i n  the  Department of HEW had been contemplating proposals i n  dhe new-drug 

field--and an t ib io t i c  field--and other amendments--long before Keflauver had 

proposed leg is la t ion .  And I actually drafted--but I do not remember 

whether that  was i n  1961 o r  1962--an omnibus b i l l  that  would be--muld have 

been called the "Food, Drug, and Cosmetic Amendments of 196-"--whatever i t  

was--that would have not only included a l l  the  amendments t ha t  we considered a t  

t ha t  time necessary or  desirable i n  the drug f i e l d ,  but a lso i n  re la t ion to  

food and cosmetics and therepeutic devices. And, i n  the case of fiactory 

inspection, a l ibera l iza t ion  across the board. And--um--in the course of the  

hearings tha t  Kefauver was conducting--he was conducting an investdgation in to ,  

i s n ' t  i t  called "price administration?' (M: Administered prices.)  Administered 

prices--and I think he s ta r ted  with the s t e e l  industry (M: r igh t ) .  And then he 



went i n t o  t h e  so-cal led e t h i c a l  o r  p resc r ip t ion  drug indus t ry .  And, i n  t h e  

course of hear ings  on t h a t  aspect ,  he i n v i t e d  people from HEW, p a r t i c u l a r l y ,  

I th ink ,  M r .  Lar r ick  who was then Commissioner of Food and Drugs, and t h e  

Secre tary  of HEW, who was then Secre tary  F l e m i n g ,  I th ink .  (M: That ' s  

r i g h t . )  And i n  the--in t h e  course of those hearings--and I have not  re f reshed 
a 

my r e c o l l e c t i o n  on those f o r  many years--I have n o t  had t i m e  t o  do it f o r  -4 z 
0 

this--- people advanced ideas  t h a t  l a t e r  he--Kefauver--decided t o  incorpora te  
... 
5 

i n  b i l l ,  including new-drug e f f i c a c y  (M: urn-hum) a s  a condit ion of c learance  
0 

3 

f o r  the  market of those  drugs,  and including as w e l l  t h e  c e r t i f i c a t i o n  of : 

0 

i 


antibiot ics--batches of ant ib io t ics- -not  only those f i v e  groups and t h e i r  I a 
d e r i v a t i v e s  t h a t  were then required t o  be c e r t i f i e d .  Actual ly,  t h e  Secre tary ,  2 

5 

8and M r .  Lar r ick ,  should not  r e a l l y ,  a t  t h a t  time, have a i r e d  these  proposals  r 
U)

!!before Kefauver because t h e r e  w a s  a genera l  r u l e  t h a t  witnesses on behalf of < 
9 


t he  Department--and t h i s  would be  t r u e ,  presumably, of any government agency-- H 
2 


should n o t ,  i n  t e s t i f y i n g  before Congressional cormnittees, make l e g i s l a t i v e  2 
0

2.proposals  u n t i l  those  proposals  had gone through a r egu la r  c learanae  process 5' 
I 


within  t h e  Administration. (M: Right.) And then we would have come up with $e. 
0 
¶
D 

our own proposals  and, i n  f a c t ,  a t  t h a t  time t h a t  i s  what we were Chinking about. r 
5 
2 

S
M: A l l  r i g h t .  Now. This--this is a very i n t e r e s t i n g  poin t .  Now--

E :  I don ' t  know whether t h i s  has come out  i n  your interviews o r  noit. m 
3 a* 

M: Yes, i t  has. Except I ' m  

through t h e  w r i t t e n  records ,  

s t i l l  not  *on it. It seemed t o  me i n  going 

t h a t  i t  seemed t h a t  Kefauver got  FDA moving once 

@
r 
P 

again. I n  o t h e r  words, i n  terms of--of advocating new l e g i s l a t i o n .  And t h a t  

it seems t h a t  i t ' s  t r u e  t h a t  FDA sen t  i ts  own b i l l  t o  Congress i n  Ju ly .  

E: But not  i t s b i l l - - t h a t  was t h e  Department's b i l l .  



E: Yeah. But i t ' s  HEW'S b i l l ,  no t  FDA's. Now t h a t  may seem t h e  same t o  

you, and i t  does t o  many people i n  Congress and I s e e  i t  a l l  t h e  time i n  

reading r e p o r t s  and s o  on. But i t  was only t h e  Department t h a t  w u l d  make 

a l e g i s l a t i v e  proposal  o f f i c i a l l y .  (M: uh-huh) Yes, of course mlA would 

come up with proposals  t o  t h e  Secre tary ,  though t h e r e  were th ings  t h a t  we 

go t  i n t o  pur b i l l  t h a t  d i d  not  emanate from FDA. 

M: Right. Who would i n i t i a t e - - i n  o the r  words, what department o r  what 

i nd iv idua l  was respons ib le  f o r  see ing  t h a t  new l e g i s l a t i v e  proposals  a r e  

coming f o r t h ?  

E: Well. Of course i t  d i f f e r e d  from one P r e s i d e n t i a l  admin i s t r a t ion  t o  

another.  But a t  t h a t  t ime and s ince ,  b a s i c a l l y ,  p r i o r  t o  t h e  beginning of 

each Congress, t h e  Department would develop a l e g i s l a t i v e  program f o r  

submission t o  Congress, t o  be  c leared  through t h e  Bureau of t h e  Budget a t  

t h a t  t ime and t h e  White House. 

M: Okay. May I i n t e r r u p t ?  But t h e  po in t  I ' m  t r y i n g  t o  make is-- t rue,  t h e  

Department presented i t s  omnibus b i l l  i n  1960--(E: Was i t  1960?) Yes. I--

I had--that was the--in 1960. (E: I see . )  Ah (E: But t h a t  never went t o  

t h e  H i l l . )  No. Uh--*, why wasn't  i t  presented i n  1959? O r  195i8? 

E: Oh. Well, some of those--uh--some of t h e  t h i n g s  i n  it might w e l l  have 

been i n  t h e  form of  s e p a r a t e  b i l l s .  But I remember t h e  ques t ion  of an omnibus 

b i l l .  It was a t ac t i ca l - - a  s t r a t e g i c  ques t ion .  It w a s  semi-political as t o  

whether we should have s e p a r a t e  proposals  o r  have one proposal ,  and t h e r e  was 

d iscuss ion  back and f o r t h  and t h e  powers-that-be decided ' ~ e t ' s  have an omnibus 

b i l l  ' Actual ly,  I b e l i e v e ,  that decis ion  was reached i n  t h e  Kennedy Adminis- 

t r a t i o n .  I myself had some ques t ion  about t h a t  because i t 's  j u s t  t oo  b i g  a 

t h i n g  (M: um-huh) although--well--although i n  n ine teen  hundred and th i r ty -e igh t ,  



t h e  so-called o r i g i n a l  Federal  Food, Drug and Cosmetic Act which vtas a 

successor  t o  t h e  Pure Food and Drugs Act of 1906 (M: True. It wasn't t h e  

o r i g i n a l . )  was an omnibus b i l l .  But % t o o k  t h r e e  Congresses t o  g e t  enacted 

(M: Right.) Three Congresses! (M: Right.) Because it was such a b i g  and 

l a r g e l y  con t rove r s i a l  th ing .  And a t  t h a t  t i m e ,  i n  1938, cosmetics were 

covered f o r  t h e  f i r s t  t i m e .  And t h e  new-drug s e c t i o n  came i n  almost acciden- 

t a l l y .  Do you remember t h a t ?  

M: The Sulfanilamide? 

E: Yes. The E l i x i r  Sulfanilamide episode. 

M: Right. 

E: So it seemed t o  me--I myself would have prefer red  no t  t o  have an omnibus 

b i l l  because i t ' s  j u s t  t o o  b i g  a sub jec t .  (M: Right.) But t h e  powers-that-be 

decided t o  have an omnibus b i l l .  So t h a t ' s  what w e  prepared. Now, a c t u a l l y  

it never went t o  Congress i n  t h a t  form because--probably because--of t h e  end 

run by Kefauver. And--shall I go on? 

M: Well, let  me--I'm (E: Yeah.) s t i l l  working on t h i s  po in t .  What I ' m  t r y i n g  

t o  do is t o  e s t a b l i s h  'Is t h e r e  o r  is t h e r e  not  a l i n k  between Kafauver's 

investigation--KefauverVs br inging a s p o t l i g h t  on drug problems--and t h e  f a c t  

t h a t  i n  1960 FDA comes up wi th  i t s  omnibus b i l l . '  

E: No--

M: Seems t o  me t h a t  t h e r e  is--

E: No. No sir. No. On t h e  contrary.  (small chuckle) -W e  were thinking 

of these  things--to do ourselves--and it j u s t  was co inc iden ta l  t h a t  Kefauver 

had a series--was contemplating a project--a series of inves t iga t ions  on 



I,administered prices" i n  various industries.  Well, a f t e r  the s t d e l  industry 

they s t a r t ed  on the drug industry, and h i s  approach--and of course that  of 

h i s  principal ass i s tan t ,  D r .  Blair ,  who was an economist--(M: Riaht.) And 

they were natural ly  groping how t o  stimulate competition i n  the drug industry 

i n  the so-called e th i ca l  drug industry--that's the only one they were inves- $ 
5 
0t iga t ing  a t  the time. So you can c a l l  i t - - i f  you l i k e ,  yes, a s i n  the 
;1 

sense tha t  our people were called and the i r  thinking was aired before the 
0 

X: 
Kefauver subcommittee and taken up by Kefauver. But not i n  the sense tha t  E! z0 

got the idea from Kefauver t o  make these proposals. However, I 'd  l i k e  t o  make 2, 
0a couple of exceptions t o  that .  I ---and I may be mistaken in  my recollec- p 
I 


tion--but I think very l i ke ly  the idea tha t  where labelling--or the label--had U 
p< 
5' 

on i t  both the brand name of the manufacturer and, as  required the "common o r  ,.J 
z 

usual name1'--popularly known as  'generic' name (M: Right.) which is  somewhat 2 

2 
0,of a misnomer--it should be required tha t  the  generic name be a t  l e a s t  i n  the 
H a

same s ize ,  that  was Kefauver's idea. And l a t e r  i t  became law as ' a t  l e a s t  half  a. 
2 
0the s i ze '  of the other. I think that  probably emanated from Kefauver's thought. g 
3 

I don't think--at l ea s t  I do not recol lect  tha t  we had tha t  idea iln the f i r s t  z 
place. 2 -

M: Yes. I think tha t  was h i s  idea. 

I x3.
E: Secondly, as t o  the standardization of generic names. I doubt very much 
0~ 

m 
tha t  tha t  originated with us. I think i t  originated with Kefauver, except tha t  $ 

h i s  b i l l ,  i n  my opinion, was poorly drafted and resulted i n  a poor--not as  bad 
3 
? 

as his--but s t i l l  a poor d ra f t  a t  the end. Now we'l l  come t o  tha t  l a t e r .  In  

f a c t ,  on tha t  one proposal, the Food and Drug Administration, which f i r s t  wrote 

a dra f t  HEW report  on the b i l l  which I rewrote--was very cool. They sa id ,  i n  

e f f ec t ,  'Well, i f  i t ' s  law, we'l l  do our best  t o  administer it.' But I f e l t  

that  there was a l o t  t o  it. I looked in to  the hearings before Kefauver and 



found Dr. Miller 's  testimony on some of i t ,  and I called D r .  Miller long 

distance and discussed i t  with him, and he sent me an a r t i c l e  on i t  and so 

for th .  It 's i n  the f i l e .  And I--I--the HEW report  that  I wrote was qui te  

favorable, i n  principle,  to  tha t  provision--except t ha t  I f e l t  we should 

have stand-by authority ra ther  than, as  Kefauver had phrased i t ,  be required 

to--uh--(M: have primary authority) primary--not only authority,  but duty t o  

invest igate  and coin a l l  generic names. Thirdly, h i s  proposal f o r  Federal 

l icensing of drug manufacturers was not HEW'S idea. But, basical ly ,  he was 

rea l ly  cutt ing across our paths, as i t  were, and--uh--this may come out l a t e r .  

I think he did h i s  very best  t o  thwart and prevent the submission of an Admin- 

i s t r a t i o n  b i l l .  (M: Yes.) In  f a c t ,  i n  form, he succeeded. 

M: I n  f a c t ,  what? 

E: In form. 

M: ' In form.' 

E: -Our b i l l  was never formally submitted as an Administration b i l l  a t  tha t  

time, although w e  did informally send up, as I r e c a l l ,  a drug and factory 

inspection b i l l  and a separate b i l l  covering everything e l s e  on t h e  House 

side. Only the "everything else" b i l l  was sent  t o  the Senate s ide ,  presumably 

as the r e su l t  of negotiations between Kefauver and the Department and/or White 

House. 

: I :  Well, again, I ' m  s t i l l  wondering--

E: And, incidentally,  you may notice tha t  i n  our--that what we sent to  the 

House--but we'l l  come back t o  it. We included a whole par t  on barbiturates 

and amphetamines and so for th .  Which was one of the things we had been 

thinking about. But tha t  didn ' t  f i t  in to  Kefauver's scheme, you know. But 



-we included it. 

M: Do you think the changing of Administration had anything t o  do with the-- 

well, i n  1960, t h i s  is, you informed Kennedy-- 

E: Well. Thinking s ta r ted  i n  the preceding--in the Eisenhower Administration. 

(M: Right.) And the testimony t h a t  I mentioned before Kefauver's Ant i t rust  

and Monopoly Subcommittee (Y: Right.)--- s ta r ted  i n  tha t  Administration. 

Secretary Fleming t e s t i f i e d  (M: r ight) .  So we did s t a r t  a t  tha t  time. But 

the--the way Kefauver was handled--and the way the strategy evolved, I surmise 

might have been quite di f fe ren t  i f  a Republican administration had continued 

i n  off ice.  

M: Could you elaborate on tha t  a b i t ?  

E: Yes. Because Kefauver was by and large,  an adherent of the philosophy of 

the Kennedy Administration and he had--naturally, being a Democrau--a be t t e r  

entree  a t  the  White House than he would have had with a Republican President. 

And he, you see, did everything (chuckle) he could a t  the White House t o  prevent P 
5. 
0 z 


and Administration b i l l  from going up! D-5 
2 


M: It didn' t  seem t o  rea l ly  help him too--(chuckle)--too much as  the story 0,

: ndevelops. g. 
0 

$ 
E: Well--it helped him a--well, I think it helped him considerably. We'll 

$ 
come t o  tha t ,  I think. 5 

? 

M: It--it helped him--well, okay--we come t o  tha t .  

E: Maybe. I don't know--

M: Yeah. 

E: If not,  we can--



M: 	 A l l  r i g h t .  Le t  me  j u s t  s t o p  a minute. 

S l i g h t  break i n  recording 

A l l  r i g h t .  I wanted t o  a s k  you a few ques t ions  about t h i s  o r i g i n a l  

departmental b i l l .  We've a l ready ta lked  about i t  a b i t .  (E: Yes s i r . )  As  

I indica--I have t h e  impression t h a t  t h e  b i l l  was r a t h e r  hu r r i ed ly  put  

toge ther .  

E: Meaning what? (M: Meaning--) I n  o rde r  t o  meet some o t h e r  s i t u a t i o n ?  


M: Yes, and I thought t h e  o t h e r  s i t u a t i o n  was--was Kefauver 's presence. 


I n  o t h e r  words, Kefauver was imminently going t o  present  a b i l l  sm FD--uh--


t h e  Department s a i d ,  'Well, we'd b e t t e r  bea t  him t o  t h e  punch!' Am I wrong? 


E: I t h i n k  you--when was t h i s  omnibus b i l l ?  This was i n  '61 wasn't  i t ?  Oh, 


you say  1960? 


M: 	 L e t ' s  s t o p  again 

Break 

E: I--before, you inqui red  how ' the  Department develops your l e g i s l a t i v e  

proposa l '  and I s t a r t e d  t e l l i n g  you t h a t  every year,--well i n  advance of a 

new s e s s i o n  of t h e  Congress--both from t h e  s tandpoin t  of preparin$ f o r  t h e  

new budget i n s o f a r  a s  i t  involves new l e g i s l a t i o n  and f o r  developing new 

l e g i s l a t i o n ,  t h e  Ass i s t an t  Secre tary  f o r  Leg i s l a t ion  ( a t  l e a s t  t h a t  was s o  

i n  911 time) would send around an i n v i t a t i o n  t o  a l l  the--to a l l  of t h e  cons t i t uen t  $z 
K 


opera t ing  agencies  of t h e  Department, and c e r t a i n  o t h e r  people,  perhaps, a s  t o  -D 

? 
any l e g i s l a t i v e  proposals  t h a t  -thought t h e  Department should make. And 

g ive  them a deadl ine.  And then  t h e  Department would review those.  We, a s  t h e  

Leg i s l a t ion  Divis ion  of t h e  General Counsel's o f f i c e ,  would be  involved i n  

reviewing those  and we might have ideas  of our own, too.  And them t h e r e  would 

be  meetings with those  people and eventua l ly  t h e  Assistant Secre tary  might then 

I 



propose a program t o  t h e  Secre tary .  Nowadays o the r  people w i l l  cbme in--

t h e  Ass i s t an t  Secre tary  f o r  Planning and Evaluat ion,  t h e  Ass i s t an t  Secre tary  

f o r  Heal th,  and s o  f o r t h .  I n  those  days,  though, i t  w a s  much simpler .  You 

had t h e  Ass i s t an t  Secre tary  f o r  Leg i s l a t ion  who, under t h e  Eisenhower Adminis- 

t r a t i o n ,  was, f i r s t  Rodney Perkins and then E l l i o t  Richardson, and then when nz 
t h e  Kennedy Administration came i n  i t  was Wilbur Cohen who l a t e r  became Under- 2 

2 

0s e c r e t a r y  and then  Secre tary .  And t h i s  is how a l e g i s l a t i v e  proposal  was 0 

a 


i 
evolved. 	 And normally, at t h a t  po in t ,  we d i d n ' t  t ake  t h e  time t o  draft m '  

b 

2
l e g i s l a t i o n  a c t u a l l y ,  but  we would--the proposa l  would have b a s i c  s p e c i f i c a t i o n s  
3 


as t o  what we  wanted t o  do. I f  t h e r e  was--if i t  was repea t ing  a proposal  made 

i n  a p r i o r  Congress, we would say  s o  and r e f e r  t o  i t .  And our  proposal  would 

go t o  t h e  Budget Bureau and l a t e r  on, u n l e s s  t h e  proposa l  was knocked down 

before ,  we would d r a f t  a b i l l  and send i t  t o  t h e  Budget Bureau o r  White House 

f o r  clearance.  This  is why I 'n s o  emphatic i n  saying t h a t  we a r e  not--that 

t h e r e  is no such thing a s  a l e g i s l a t i v e  proposa l  s e n t  t o  Congress by t h e  FDA. 

M: Okay. I understand t h a t  now. 

E: Sure. S h a l l  w e  s t o p ?  

M: Yes. 	 Yes, let 's s t o p  and you can read a couple of paragraphs t h e r e  and 

then 	w e ' l l  come back. 

Break i n  Recording 

E: Where s h a l l  I s t a r t  now? 

M: Um. Well, M r .  Ellenbogen is responding t o  some comments i n  my doc to ra l  

d i s s e r t a t i o n  r e f e r r i n g  t o  who--what's t h e  a c t ?  The--

E: You mean t h e  "Factory Inspec t ion  and Drug Amendments of 1960"? 

M: Right.  Right 



E: B i l l .  

M: Right. 

E: Well, you say tha t  ' the FDA'--you say before tha t ,  ' the  FDA began a 

crash program to  pu l l  together a proposal f o r  amendments t o  carry out the  

goals outlined by Larrick and Fleming before the Kefauver Committee. But 

before the FDA could send its recommendations t o  Congress, Kefauver introduced 

h i s  f i r s t  drug bill--S3677--on June 15th, 1960. Nevertheless, the 611A pushed 

ahead with plans f o r  i ts  % b i l l . '  Well, I wish you had reminded me about 

tha t  other b i l l  because I--I can't remember--and I don't think we ever reported 

on it .  Do you? No? 

M: Uh--I don't--I believe it was--scrapped. 

E: But this--uh--it may be tha t  there  was an e f f o r t  t o  speed up what we would 

have done ourselves. But cer ta in  it i s  tha t  we would have come up with legis-  

l a t ion  of our own on these very matters tha t  were outlined by Larrick and 

Flemming before the Kefauver Committee. (M: hmm) The one thing tha t  required 

fur ther  clearance within the administration was the question of requiring tha t  

new-drug clearance for  the market be conditioned on a showing not only of 

safety  but a lso of efficacy. Because tha t  raised very deep and impontant 

questions of policy and required clearance within the administration-not only 

within the Department. The Budget Bureau would have wanted t o  consult,  f o r  

its views, the Commerce Department, fo r  example, and others. So that ,  I hope 

you do not have the impression tha t  the Department would not have conle forward 

with these very proposals unless i t  were f o r  the Kefauver hearings. 

M: Well, I ' m  afra id  that--that 2 the  impression I have, I--

E: W e l l  I don't think there 's  any sound basis  f o r  tha t .  



M: Well--ah--not t ha t  the Department wouldn't have come up with them, but 


t ha t  Kefauver cer ta inly hurried up the process. 


E: Well, i t  may be. I wish you had l e t  me see t h i s  before so I would have 

t r i ed  to . re f resh  my recollection on i t  and gotten those' f i l e s  i n  the Department 

t o  look a t .  I have no recol lect ion of t h i s  going up before, but--uh--it may -z 
well be that--uh--that happened. If--if i t  did go up without Budget Bureau -4 

J 
8 
ii 


clearance, then i t  would--it not have gone up as  a l eg i s l a t i ve  proposal $ 

..of the Department. Maybe it was sent up f o r  information to--oh! Wait a minute! 
T
3 
0 

B 
aTo whom was i t  sen t ,  anyway? It was--

M: Well, somewhere in-- 

E: To whom was it sent? It doesn't say--it says by whom i t  was iintroduced, 


but not t o  whom it--to whom our draf t  b i l l  was sent.  


M: Right. Well, =where in--in my comment--uh--I r e f l e c t  on e i t he r  a memo 


you wrote or someone e l s e  wrote that-- 


E: There's a--in a footnote--a 

M: That you wrote the  Budget o f f ice  tha t  HEW had done t h i s  a s  a technical--a 

E: Well, maybe tha t ' s  what it was--

M: That's--but the memo indicated tha t  i t  wasn't tha t .  

E : My memo? 

M: Yes. 

E: My memo t o  John Harvey? 

M: Umm. I--I don't recall--



E: It says  h e r e  i n  your opus ' ~ u e  t o  t h e  speed wi th  which t h e  b i l l  was 

introduced,  i t  had n o t  received t h e  bureau 's  c learance  when i t  came be fo re  

Congress.' And then you r e f e r  t o  my memo i n  t h e  footnote .  

M: Do you--do you see  my comment somewhere t h a t  the-- $ 
5

E :  I n  t h e  t e x t  you say  'As  l a t e  as t h e  day before  t h e  in t roduc t ion  of t h e  
2 

0 

a
b i l l ,  t h e  Bureau of t h e  Budget d i d  n o t  r e a l i z e  t h a t  t h e  b i l l  was not  simply 
i 

a d r a f t i n g  s e r v i c e  f o r  t h e  Kefauver Committee, bu t  was an FDA proposal  t h a t  shoulf 
w 
0 

be s e n t  t o  t h e  proper  comnittees i n  Congress f o r  s e r i o u s  cons idera t ion . '  Well, 

I suspect  i t  never  was formally sent--you don't  t o  whom--it doesn ' t  say  

he re  from whom t h e  l e t t e r  was t h a t  s e n t  i t  up--was it sen t  up by l e t t e r ?  It 

j u s t  says h e r e  FDA sent--

M: I b e l i e v e  it was--

E: It doesn ' t  say  from whom t h e  letter--was it from t h e  FDA? 

M: I--I don ' t  r e c a l l  r i g h t  now. 

E: I f  i t  was from t h e  FDA t h a t  i n  i t s e l f  would i n d i c a t e  t h a t  i t  wasn't  a 

departmental proposal .  Uh--I--

E :  I wish that--I wish I could see t h a t  l e t t e r .  

(Subsequent t o  t h i s  in te rv iew,  copies of t h a t  l e t t e r  and t h e  memoranda r e f e r r e d  
t o  were furn ished  t o  M r .  Ellenbogen and he  added t h e  fol lowing noue t o  t h e  
interview:)  

The letter, dated 7/1/60, was s e n t  by Secre tary  Flemming t o  t h e  Speaker wi th  a 

d r a f t  b i l l  ("Factory Inspec t ion  and Drug Amendments of 1960") conQaining amend- 

ments t o  t h e  FD&C Act t o  (1) broaden t h e  scope of f ac to ry  in spec t ion  a u t h o r i t y ,  



(2) r e q u i r e  record keeping and r e p o r t s  a s  t o  c l i n i c a l  experience and o t h e r  

information obtained by manufacturers t h a t  would i n d i c a t e  adverse r eac t ions  

on "new drugs", (3) deem adu l t e ra t ed  any drug n o t  prepared o r  packed under 

adequate manufacturing c o n t r o l s ,  and (4)  r equ i r e  batch-by-batch c e r t i f i c a t i o n  

of all a n t i b i o t i c s .  The l e t t e r  r e f e r r e d ,  f o r  an explanat ion of t h e  need f o r  

t h e  amendments, t o  t h e  Sec re t a ry ' s  enclosed testimony of 6/3/60 before  Senator 

Kef auver '  s A n t i t r u s t  and Monopoly Subcommittee and s t a t e d  t h a t  t h e  Secre tary  

had a t  t h a t  time ind ica t ed  t h a t  t h e  Department would submit t h e  mendments 

formally t o  Congress. The l e t t e r  s t a t e d  t h a t  because of "time l i l n i t a t ions"  

t h e  Budget Bureau was unable t o  advise,  a t  t h a t  t ime,  as t o  t h e  Administration 

p o s i t i o n  on t h e  proposed l e g i s l a t i o n .  These amendments, although not  i n  b i l l  

form, had been t ransmi t ted  by t h e  Secre tary  t o  t h e  Budget Bureau on 6123160-- 

t oge the r  with t h e  testimony--with a reques t  f o r  advice as soon a s  poss ib l e  i n  

"view o f  t h e  l a t e n e s s  of t h e  session." It s t a t e d  a l s o  t h a t  t h e  proposa l  on 

"new drug" e f f i c a c y  was n o t  included but  t h a t  he  expected t o  make a dec is ion  

on i t  wi th in  a f e w  days. A b r i e f i n g  memo from t h e  General Counsel t o  t h e  0 
2. 
-h 
3 

Secre tary  wi th  r e spec t  t o  t h e  t r a n s m i t t a l  t o  t h e  Budget Bureau, and a memorandum s
k 
a
of 6/29/60 from M r .  Ellenbogen t o  t h e  Deputy Commissioner ( M r .  John Harvey), n 

both ind ica t ed  t h a t  Secre tary  Flemming was anxious t o  submit t h e  m e n b e n t s  t o  

Congress without de lay  and d i d  not  wish t o  hold them up pending cdmpletion of 

t h e  e f f i c a c y  amendments which would take  a few days. A l a t e r  memorandum from 

M r .  Ellenbogen t o  M r .  Harvey r e f e r r e d  t o  t h e  b i l l  as  having been submitted on 

a " 'crash'  bas is . "  The letters and memoranda r e f e r r e d  t o  i n  t h i s  note ,  a s  w e l l  

as t h e  d r a f t  b i l l  i t s e l f ,  were prepared by M r .  E lenbogen.  

M: Am I completely wrong t h a t  Kefauver hu r r i ed  up t h e  process? 

E: There's no ques t ion  t h a t  Kefauver hu r r i ed  up--oh--you mean hurr ied  up our 

process? 



M: Yes, hur r i ed  up your process. 

E: Well (chuckle) (M: chuckle) I don't  know whether you're  r i g h t  o r  wrong on 

t h i s  p a r t i c u l a r  one. It could be. Secre tary  Flemming had a way of doing 

th ings ,  frequently,-- that  were not--according t o  the  r u l e s .  You know. And he 

might say  th ings  publicly--or do things--and then it would be a accompli 

f o r  t h e  Budget Bureau. I n  your t h e s i s  you say ,  'The t r a d e  p ress  suggested 

t h a t  F l e m i n g ' s  c a l l  f o r  t ightening  of drug regu la t ions  was taken wi th  a g ra in  

of salt by many FDA s t a f f  personnel who viewed t h e  Sec re ta ry ' s  s ta tements  as 

something cooked-up i n  t h e  f r o n t  o f f i c e  t o  meet a p o l i t i c a l  s i t u a t i o n .  But by 

t h e  end of t h e  week, Flemming had got ten  h i s  message across  t h a t  b e  meant what 

he had sa id .  Flemming let  i t  be  known t h a t  he wanted a c t i o n  on h i s  var ious  

recommendations wi th in  60 t o  90 days.' But I don' t  know what means. You z 
Y 

n o t i c e  t h a t  i t  says  he re ,  and t h i s  is no doubt c o r r e c t ,  t h a t ,  'Although Flemming's? 
0 

I


major recommendations d id  not1-- that 's  before  t h e  Kefauver Commit~ee--'did not  g
I. 

c a l l  f o r  t h e  power of determining the  e f f i c a c y  of a new drug,'--and I might say 

3:
t h a t  t h i s  was because he  d i d  not  feel free t o  do so--'Yet i n  t h e  genera l  discus- g 

t 

s i o n  t h a t  followed h i s  s ta tement ,  F l e m i n g  pointed out  t h a t  Commidsioner %. 

1 

Lar r i ck ' s  statement c a l l e d  f o r  inc lus ion  of t h e  e f f i c a c y  provis ion . '  So t h i s  r. 

B 
4 

was a round-about way of g e t t i n g  before t h e  pub l i c  t h e  i d e a  t h a t  we ful ly-- that  
< 
o 
3

t h e r e  should be such a requirement but  he wasn't f r e e  t o  do--to make that.. 05 

0 

proposal  a t  t h a t  time. 

a 
"3 
L 

mM: Yes. And what it a l s o  suggests  t o  me is t h a t  t h e  th ing  had not  been com- 
P 

p l e t e l y  c r y s t a l l i z e d  and i t  was i n  the  process of being c r y s t a l l i a e d .  

E: Well, we had no t  c l ea red  i t  wi th in  the  Administration, f o r  one th ing .  

M: Right. 

E: And -I hadn't  d r a f t e d  anything on i t - y e t - - I  be l i eve ,  a t  t h a t  &--on e f f i cacy .  



-

M: Right. 

E: I think on some of the  other things we had no doubt drafted i t  repeatedly, 

and fo r  some of the things you say that  might have been done hurriedly I think 

they were done del iberate ly  i n  the sense tha t  they were not,  should I say.... 

M: Well, I don't mean here t o  imply they were sloppy. 

E: Sloppy! 

M: No. I ' m  jus t  trying to  get t o  is the cause.... 

E: I venture tha t  what was sen t  up probably was something tha t  had already 

been drafted and i t ' s  very important f o r  me t o  know and I can' t  t e l l  from 

-here how it went up. Whether there  was a l e t t e r  from the FDA as  you say-- 

you say i t  was transmitted by the FDA which would not be a regular off ice .  

M: I expect I--that 's a misnomer. 

E: I suspect tha t  they somehow got it up there before i t  was released--handed 

i t  t o  the Congressman and introduced by them. 

M: Well, we ' l l  j u s t  have t o  check that  point--when we--

P 

I 
E: I don't know. I mean--I think i f  I were i n  the f i l e  I might be able t o  t e l l .  & 

1. 
-2 

* Pi: Ripht. Well, we can check tha t  point. Okay. ~ e t ' smove on jus t  a l i t t l e  f 
m 

b i t .  What kind of response does the Department have t o  Kefauver's b i l l ?  To s . 1 5 5 5  
? 

E: What do you mean--'What kind of response?' 

M: What was the consensus on S. 15521 

E: Well. Let me f i r s t  say--I think there was and I don't have any objective 

wri t ten evidence t o  tha t  effect--but I think there was resentment Ghat--he so r t  

* See note on page 14, ante. 



of took our  proposals  and r a n  wi th  them t o  g e t  ahead of us, you know. But 

worse than t h a t ,  what happened was k w a s  moving heaven and e a r t h  t o  prevent 

t h e  submission of an Administration b i l l  t o  Congressr-which w e  had intended 

a l l  along, you see. (M: um-huh) And I suppose t h a t  a f t e r  it had been decided 

n
t o  have an omnibus b i l l ,  t he  dec i s ion  t o  not  do t h a t  was due, I think--although 2 

3-b 
I have no d i r e c t  evidence t o  t h a t  effect-- to Kefauver's moving heaven and e a r t h  

J 

2 

t h a t  t he re  none. There had been a consumer p ro tec t ion  message by Pres ident  

i 
Kennedy (M: Right.) i n  t h e  sp r ing  of 1961--no, '62--(M: '62, March '62) 1962 ET 
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which gave t h e  h i g h l i g h t s  of our proposal &--the proposal  on dlfug adver t i s ing  8
0 

0
f o r  amendment t o  t h e  Federa l  Trade Commission Act. (M: Right.) You know. And p-

I 

V

a t  t h a t  time we endorsed t h a t  proposal  and--uh--am I g e t t i n g  ahead of something 5-
3B 

here?  Oh--you want t o  know about t h e  feeling--. But now, before  Kefauver 5 
0 

I 
introduced t h a t  bil1,we had v is i t s - - the  f i r s t  t i m e ,  I th ink ,  by Mr. Flurry ,  who 

5 
Dwas counsel t o  t h e  subcommittee. I th ink  a t  another  t i m e  D r .  B l a i r  came down. 

B 
And M r .  Fensterwald, I th ink ,  came down, too. And we met each time, I th ink ,  I. 

0 

0 
i n  t h e  o f f i c e  of t h e  Commissioner of Food and Drugs--or some o the r  of f ice- - i t  5. 

5' 
3 

was i n  t h e  Food & Drug Administration o f f i c e s .  H e  had gone t o  +$, being 5 
00 C 

under t h e  same impression, a s  a l o t  of people a re ,  t h a t  they c a l l  t h e  tune.  & 
C 
z e 

M: Who--who was i n  these  meetings? 
< 
0-

i 
0 

E: Well, I w a s  a t  t h e  nee t ing  and, I th ink ,  B i l l y  Goodrich may have been a t  2. 
0 

t he  meeting--I know he was then Ass i s t an t  General Counsel of HEW f o r  Food and 

:D 

Drugs. And I was handling Food and Drug ma t t e r s  f o r  t h e  L e g i s l a t i o n  Divis ion  
5 

a t  that level--not l i m i t e d  t o  any c o n s t i t u t e n t  of t h e  department. And I suppose ~ -
M r .  Rankin was t h e r e  but  I can ' t  remember f o r  sure .  There were some people ~ 
from Food and Drug and &mus t  have been there .  Whether the  Commissioner 

was the re ,  I do no t  r e c a l l .  But w e  went over the  d r a f t  b i l l  they'd presented 

a t  t h a t  time and pointed out  c e r t a i n  th ings  t h a t  ca l l ed  f o r  improvement--also I 



pointed out  t h a t  some th ings  had bugs i n  them--or would not  help--and s o  f o r t h .  


And I s e n t  up--later on, I think--a d r a f t  t o  M r .  Flurry-- i t  was next  yea r ,  


I think--trying t o  co r rec t  some of t h e  th ings  he  had-not co r rec t ,  bu t  improve. 
-
This was p a r t i c u l a r l y  on drug names and l a b e l l i n g .  But t h e r e  was very l i t t l e ,  

n

i f  any, r eac t ion  from them i n  t h e  sense of tak ing  those suggest ions and improving$ 

d 


9
t h e i r  b i l l .  I th ink  they were just--maybe they thought they knew b e t t e r  how t o  

5 
d r a f t .  One aspect ,  i n c i d e n t a l l y ,  of t h e i r  d r a f t  was bad t a c t i c a l l y  and techni-  	 g

i 
c a l l y ,  I thought. They went through t h e  Food and Drug Act i n  numerical order  of 	 $ 

&0 
t h e  sec t ions  t h e r e  and amended them i n  t h a t  order ,  so  t h a t  t h e r e  would be  	 mo 

a 


0
unre la ted  amendments fol lowing one another ,  whereas, t h e  way I d r a f t ,  I always 	 = 

z 
m 
-

t r y  t o  keep a p a r t i c u l a r  sub jec t  i n  one p lace  even though s e c t i o n s  of t h e  Act 5-. 
3 

would thus  have t o  be pul led  i n  from var ious  p a r t s  of the  Act t o  be  amended. D r . ?-
I 


B l a i r ,  i nc iden ta l ly ,  is a very  a b l e  and b r i l l i a n t  person, bu t  was, a t  t h a t  time, 
< 

a t  least--extremely arrogant .  H e  could be very,  very  rude. Later  though, a f t e r  0, 

H 

0 

a blow-up j u s t  before  t h e  House-Senate conference on t h e  Kefauver b i l l ,  I th ink  0. 
a 

he f i n a l l y  r e a l i z e d  t h a t  I was no enemy of h i s ,  t h a t  I r e a l l y  had the  good of 

t h e  country a t  h e a r t  and I w a s  t r y i n g  t o  g e t  th ings  through t h a t  were sound, 

and from then on he  was very  n i c e  t o  me. 

M: Well--uh--Jerry Sonosky has ta lked  about t h i s  poin t .  Not so  auch i n  terms 

of B l a i r ,  bu t  wi th  Kefauver. H e  says  that-- 

E: Well, Kefauver was no t  rude, but  he was a very s tubborn,  very tenacious 

person--like a dog with a bone. (M: Um-huh) He--he j u s t  wouldn't l e t  go of 

it. But an a t t r a c t i v e  person, you know. (M: Um-huh.) And no doubt s i n c e r e ,  

b u t  t h e  f a c t  t h a t  he  had P r e s i d e n t i a l  ambitions, I th ink ,  no doubt entered ~ 
i n t o  h i s  psychology heavi ly  there .  

M: Do you th ink  Kefauver was--was too tenacious? I mean he  didn't--he d i d n ' t  

0 



know when t o  compromise? 

E: Well, t h i s  i s  hard t o  say. I th ink  B l a i r  was egging him on. And i t ' s  

very i n t e r e s t i n g  t h a t  on t h e  Senate s i d e ,  a f t e r  t h e  first phase of negotia-  

t i o n s ,  a f t e r  t h e  so-called " sec re t  meetings," c a l l e d  by Eas t land ,  t o  which 

he had not  i n v i t e d  Kefauver even though w e  asked him t o  do s o ,  Kefauver 

j u s t  blew up when he was suddenly confronted--at an Executive se s s ion  a t  

which I was present  and s o  was Jerry--

M: Yes--but rue a r e  g e t t i n g  ahead of t h i s  game a l i t t l e  b i t .  (E: Oh.) 

But go ahead and f i n i s h  what you want to--

E: Well, he  was suddenly confronted by t h i s  and very much upset  and then-- 

a f t e r  a po in t  of order  when 12 o 'clock noon s t r u c k  (chuckle)--he rushed t o  

t h e  Senate f l o o r  and lambasted t h e  Committee and I don' t  know whom e l s e .  

But, i n  t h e  second phase, when we had t h e  new negotiations--he was drawn 

-i n t o  t h e  nego t i a t ions  and B l a i r  was t h e  one who r e a l l y  at tended f o r  him. 

Well, Kefauver was g r e a t l y  pleased and he--I no t i ced  t h i s  i n  looking a t  t h e  

debate r ecen t ly  again--he kept  on commending a l l  t h e  members of t h e  Committee 

and how cooperat ive they were, and s o  f o r t h .  And I--completely--&at's-- 

(makes a f l ip-over  ges tu re  wi th  hand). 

M: (chuckle) That ' s  i n t e r e s t i n g !  

E:  Even though he  s t i l l  had c e r t a i n  t h i n g s  t h a t  he pursued. (M: Right.) 

Which is p e r f e c t l y  a l l  r i g h t .  

M: Um. Could we go back to--uh--comments on t h e  o r i g i n a l  Kefauver b i l l ?  

You've a l ready made some comments on--as t o  t h e  weaknesses of  t h a t  b i l l .  

I wonder if you could e l a b o r a t e  on t h a t .  



M: Apart from your-- 

E: Well, I t h i n k  t h e  b e s t  e l abora t ion  would be  t h e  r epor t  t h a t  we s e n t  t o  

Congress--on t h e  b i l l  a s  introduced.  

M: A l l  r i g h t .  A l l  r i g h t .  This  would be  a good p lace  'cause you were very i' 
5 

ins t rumenta l  i n  w r i t i n g  t h a t  r epor t .  	
0 

2 
0 -a 

iE: Well, I r e a l l y  wrote t h i s  report--except--and I can t e l l  you what was E 
b-
a 

0changed a f t e r  my f i r s t  d r a f t .  Our Division was respons ib le  f o r  the develop- 0 

ment of so-cal led "reports"  of t h e  Department t o  Congress on b i l l s .  Committees 

would ask t h e  Secre tary  f o r  h i s  views, and t h e  s tatement  of views i n  w r i t i n g  

a 	 t o  a committee was c a l l e d  a "report ."  (M: Yes.) And i n  add i t ion  t o  d r a f t i n g  

our  b i l l s  on food and drug l e g i s l a t i o n  and c e r t a i n  o t h e r  b i l l s  I was pr imar i ly  

respons ib le  f o r  developing such "reports"  i n  our  d iv i s ion .  Our p r a c t i c e ,  

though, was--we couldn ' t  poss ib ly  i n  t h e  f i r s t  i n s t ance  do t h i s  ourselves-- 

t h a t  when % got  a reques t  f o r  such a r e p o r t  w e  would rou t ine ly  send i t  t o  

t h e  i n t e r e s t e d  opera t ing  agency o r  agencies.  If we  could p i n  r e s p o n s i b i l i t y ,  

0 	 in t h e  first ins t ance ,  on one of  t h e  opera t ing  agencies ,  w e  would ask it t o  

prepare  a proposed r e p o r t  and send i t  t o  us--preferably i n  f i n a l  form. And i f  

we could b r ing  ourselves t o  pass  i t  w e  would. I f  two o r  more agencies were 

more o r  l e s s  equa l ly  concerned, we asked f o r  comment o r  information from each 

and w e  would then  work on a r epor t .  Now, n o t  i n f r equen t ly ,  we couldn ' t  pass 

what t h e  agency s e n t  up. We would have t o  r ewr i t e  i t ,  o r  r e v i s e  i t  i n  p a r t .  

This  was eminently t r u e  i n  t h e  case  of t h e  Kefauver b i l l  r epor t ,  which we 

had asked FDA t o  prepare.  I wish I had made a copy of t h e i r  d r a f t  t h a t ' s  i n  

t h e  f i l e .  And i t  j u s t ,  i n  my opinion,  was not  adequate--ah--to send up t h e  

l i n e  f o r  approval by t h e  Secre tary  and then  t h e  Budget Bureau. 

M: Would you ca re  t o  say  who wrote i t ?  



E: Well--I don't know f o r  sure who wrote it .  And incidentally,  t h i s  

par t icu la r  one w a s  sent t o  us  i n  d r a f t ,  I think,  because what I recently 

saw i n  the f i l e  was a  draf t .  We never got a f i n a l  one, I think. (M: hmm) 

And t h i s  was a  subject--though f i r s t  of a l l ,  they didn't have a competence 

i n  the patent f i e l d ,  f o r  example, real ly .  But, secondly, the tong of i t  was 

not appropriate, I thought. Some things they didn' t  go in to ,  or  a t  l e a s t  not 

adequately i n  my judgment. On the patent provisions, well, they frankly said,  

as they should have, that  we rea l ly  did not have competence i n  that  f i e l d ,  but 

they said ,  t ha t  i f  it were enacted, we would do our best  t o  administer it. 

Now, I ' m  not sure but I think tha t ,  a t  tha t  time o r  l a t e r ,  they %poin t  out 

some of the problems tha t  would a r i s e  i f  the patent provision re la t ing to  

drug modifications were enacted i n  its then form. And some of those examples 

I included i n  the f i n a l  report. On the provision of standardization of names, 

they, I think, sa id  not much more than tha t  i f  i t  were enacted the Department 

would do i ts  best  t o  administer it. I may be mistaken i n  my recollection on 

tha t  exactly--but not much more. They were cool on tha t ,  and I might say 

tha t  the provision I ' d  put in to  our own bill--which l a t e r  became the Harris 

B i l l ,  but not as  enacted, and I ' l l  get t o  tha t  later--on standardization of 

names, uh, I was responsible for--as a  policy matter--of get t ing that  i n  

because I was--I f e l t  t ha t  there  was something t o  it. And t h i s  idea, I think,  

was a  contribution by Kefauver. And also-- 

M: That comes through i n  the  wri t ten record. I ' v e  given you credlit for-- 

fo r  f ight ing fo r  tha t .  

E :  Is it i n  the written--? 

M: I believe--I believe it is. 

E: I see. 



M: That 's  i n t e r e s t i n g  f o r  you t o  comment on i t .  

E: And I be l i eve ,  a s  I s a i d  before ,  I th ink  a l s o  t h a t  t h e  i d e a  of t h e  size 

and prominence, on l a b e l s  and l a b e l l i n g ,  of t h e  so-called gener ic  name of 

drugs probably stems from Kefauver. Although I then ,  i n  pursuing i t ,  found 

t h a t  i n  b i o l o g i c a l  drugs f o r  humans, w e  a l ready n o t  only were r equ i r ing  

prominence, bu t  p r i o r i t y  i n  p o s i t i o n  on t h e  l a b e l ,  f o r  t h e  nonpropr ie ta ry  

name. 

M: P r i o r i t y ?  

E: P r i o r i t y  over  t h e  o the r  name. For t h e  name that-- that  we gave--when 

I say  "we," t h a t  was t h e  Divis ion  of Bio logic  Standards i n  t h e  N I N  (National  

I n s t i t u t e s  of Heal th) ,  s i n c e  t r a n s f e r r e d  t o  t h e  FDA. That Divis ion  i t s e l f .  

gave o r  coined names. They a r e  t h e  ones. (M: Ohh!) Yes. So t h e  i d e a  was 

n o t  new. But I -do t h i n k  t h e  i d e a  stems from Kefauver f o r  t h i s  p a t t i c u l a r  

l e g i s l a t i o n .  I could be  mistaken i n  t h a t  r e c o l l e c t i o n .  

Now, c e r t a i n  o the r  provis ions  sprung from r a t h e r  a l a c k  of  experience,  

and we suggested t o  Kefauver's people, when they came t o  us ,  t h a t  t h e r e  was 

no po in t  i n  those  changes--that our  r egu la t ions  were adequate f o r  t h e  purpose. 

This  was t r u e ,  f o r  i n s t ance ,  of t h e  b i l l ' s  requirement about sendPng every 

physician i n  t h e  country t h e  whole t e x t  of what 's requi red  t o  be i n  the  

i n s e r t  f o r  t h e  drug package and d i s t r i b u t i n g  t h i s  kind of informaaion a l l  over  F 
z 
t h e  country. There i s  a phys ic ian ' s  desk reference  book, a privatle pub l i ca t ion ,  


t h a t  gives a l l  t h i s .  Another example was t h e  b i l l ' s  requirement f o r  a l ist  P 


of p a r t i c u l a r l y  dangerous drugs. They d idn ' t  pay much a t t e n t i o n  t o  our 


advice. I t h i n k  it was D r .  B l a i r .  


Now, t h e  l i c e n s i n g  of p r e s c r i p t i o n  drug manufacturers--that was their 

idea .  A t  f i r s t  b lush ,  I thought t h a t  was a good idea ,  s u b j e c t  t o  one problem. 

That is t o  say ,  t h e  new-drug provis ions ,  i n  e f f e c t ,  were a l ready requirements 

3 



f o r  product l i c e n s e s .  They weren't c a l l e d  that--but you couldn ' t  pu t  such 

a drug on t h e  market without  HEW approval o r  c learance ,  s o  long as i t  was 

a "new drug." So i t  seemed t o  m e  t h a t  i t  was not  sound t o  have tbese  p a r a l l e l  

provis ions ,  l i c e n s e  supervis ion  f o r  p r e s c r i p t i o n  drugs and then  a new-drug 

s e c t i o n  f o r  &new drugs, inc luding  over-the-counter drugs. There'd be  a 

g rea t  overlap. Apart from t h a t  d i f f i c u l t y ,  B i l l y  Goodrich, who w a s  Ass i s t an t  

General Counsel f o r  Food and Drugs, opposed l i c e n s i n g  on t h e  ground t h a t  t h e  

sanc t ion  f o r  v io la t ion-- the  suspension o r  revocat ion of t h e  license--would 

be  too  d r a s t i c  a power t o  use. H e  remembered t h a t  when he was s t i l l  i n  t h e  

Department of Agr icul ture  before  t h i s  program came over  t o  us  ( I  t h ink  he 

was working on animal b i o l o g i c a l s  a t  t h a t  t i m e - - i t  was p a r t  of t h e  Food and 

Drug s e r v i c e ,  I th ink)  they discovered t h a t  a manufacturer had f a l s i f i e d ,  

o r  had f a i l e d  t o  r e p o r t ,  t h a t  i n  i t s  research  on a b i o l o g i c a l ,  two hogs t h a t  

they used had died i n  t h e  process.  There was f raud  i n  o t h e r  words. H e  says ,  

'Well, we had l i c e n s i n g ,  but  we couldn ' t  j u s t  put  them out  of bus iness  f o r  

-t h a t .  That 's  too d ras t i c ! '  (M: Too d r a s t i c . )  So, our r epor t  d i d  not  oppose 

l i c e n s i n g  i n  p r i n c i p l e  bu t  pointed out t h a t  t h e  same o b j e c t i v e  could be 

achieved by amending the  new drug provis ions  of t h e  a c t  t o  remove t h e  newness 

requirement and otherwise s t rengthening  those  provis ions ,  expanding t h e  

f a c t o r y  in spec t ion  provis ions  and enac t ing  a good manufacturing pnac t i ce  

requirement. I still f e e l  t h a t  t h e  d i s t i n c t i o n  between new drugs and non- 

new drugs is unsound. A so-cal led new drug a f t e r  a while  can become something 

o t h e r  than a new drug, but  a t  what po in t?  There 's  no o b j e c t i v e  l i n e s  a s  t o  

when t h a t  happens. It seems t o  m e  now t h a t  t h e r e  ought t o  be s t r a i g h t  Federa l  

l i c e n s i n g  of a l l  drug manufacturers,  t h a t  is, both  establ ishment  and product 

l i c e n s i n g  f o r  a l l  drugs,  i n s t e a d  of merely "new drug" c learance ,  amd t h a t  i t  

should cover both p r e s c r i p t i o n  and over-the-counter drugs. But I not iced  i n  

t h e  newspaper t h e  o the r  day t h a t  t h e  AMA wants t o  r epea l  even t h e  e x i s t i n g  



e f f i c a c y  requirement f o r  new drugs. 

M: So you now feel--? 

E: I now feel--I  t h ink  we--we should have acceded t o  i t  i f  we could avoid 

t h e  over lap  wi th  t h e  new drug provis ions ,  although i t  probably would n o t  

have gone through anyway. But B i l l y  Goodrich f e l t  t h e  way I have s t a t e d ,  

and I th ink  probably persuaded t h e  Food and Drug Administration t o  t h a t  

e f f e c t ,  and we a l l  de fe r r ed  t o  t h e i r  views on t h i s ,  although, a s  I have 

pointed ou t ,  our  r epor t  d i d  not  objec t  t o  l i c e n s i n g  p r i n c i p l e .  And s o  

t h a t  i dea ,  a t  l e a s t  t h a t  provis ion ,  came from Kefauver. We were not  

proposing t h i s .  As a  ma t t e r  of f a c t  we were, i n  e f f e c t ,  very gent ly  

opposing i t  a s  a p r a c t i c a l  matter .  

M: I--I have t h e  f e e l i n g  t h a t  t h e  s u b s t i t u t e  amendment t o  t h e  l i a e n s i n g  

r equ i r ing  r e g i s t r a t i o n  ... 

E: I f  you a r e  r e f e r r i n g  t o  t h e  Committee s u b s t i t u t e ,  t o  what became s e c t i o n  

510 of t h e  a c t ,  I th ink  t h a t  was an indus t ry  proposal.  FDA was cool  toward i t ,  

though HGW may have supported it. 

M: But I thought i t  was a  good compromise. 

E: That d i d n ' t  stem from Kefauver o r  from us. (M: No.) I n  f a c t ,  t h a t  

d i d n ' t  ge t  i n  u n t i l  t h e  committee acted on i t .  Am I c o r r e c t  about t h a t ?  

M: I th ink  you're  r i g h t .  He kept  t h e  l icens ing--  

E: And i n c i d e n t a l l y ,  a f t e r  he got  a l l  t h a t  oppos i t ion  on l i cens ing ,  what 

d i d  he  do? H i s  subcommittee then  came up wi th  amendments t o  t h e  f u l l  committee 

on it--with amendments t o  t h e  b i l l  which, f i r s t  of a l l ,  changed t h e  nomenclature. 

They c a l l e d  i t  " reg i s t r a t ion . "  This  is d i f f e r e n t  from t h e  r e g i s t r a t i o n  



provis ion  t h a t  i s  now i n  t h e  Act--section 510--and I ' l l  come t o  t h a t  l a t e r .  

It had nothing t o  do wi th  it. H e  c a l l e d  i t  " reg i s t r a t ion"  but  i t  w a s ,  i n  

e f f e c t ,  l i cens ing .  But he provided f o r  suspending o r  revoking t h a t  r e g i s t r a -  

t i o n  only through court a c t i o n  i n i t i a t e d  by t h e  Secretary.  And t o  us t h a t  

was j u s t  unthinkable! To have t o  go t o  cour t  de  novo t o  t r y  t o  g e t  a l i c e n s e  

revoked o r  suspended! 

M: What does de novo mean? 

E: It means t h a t  i n s t e a d  of a cour t  merely reviewing our  hear ing  record,  

and our dec i s ion  based on t h a t  record,  a s  t o  whether we had a s u b s t a n t i a l  

b a s i s  i n  t h e  record f o r  our ac t ion ,  t h e  court--and maybe a jury--would hear  

a l l  t h e  evidence anew and then  make a dec is ion  on t h e  b a s i s  of t h a t  evidence. 

M: Which would be t e r r i b l y  slow! 

E: Not merely t h a t .  This  i s  t h e  kind of t h i n g  t h a t  i s  p e c u l i a r l y  dependent 

on e x p e r t i s e  i n  t h e  p a r t i c u l a r  f i e l d ,  and dec i s ions  of t h a t  kind should be  

made by t h e  exper t  r egu la to ry  agency, sub jec t  only t o  j u d i c i a l  review on t h e  

b a s i s  of t h e  admin i s t r a t ive  hear ing  record under t h e  s u b s t a n t i a l  evidence 

s tandard.  

M: And t h i s  is a s i g n  of t h e i r  l a c k  of e x p e r t i s e ?  Kefauver 's d r a f t e r s '  l a c k  

of i t ?  

E: No. I t h i n k  t h i s  was t o  b e  a compromise. They wanted t o  t r y  t o  ge t  i t  

through wi th  t h a t  compromise, b u t  t h a t  would have been worse than nothing and 

would have been a bad precedent f o r  regula tory  law i n  o t h e r  f i e l d s .  

Break 

M: We're now t o  t h e  summer and winter  of 1961 when t h e  Department is working 

on d r a f t i n g  i t s  own omnibus b i l l .  I was wondering i f  you could t a l k  about i t  



a l i t t l e  b i t ?  

E: Well, that  did include the s i z e  of generic name on the labe l ,  did i t  

not? (M: Yes.) And the standardization of names? (El: It did.) Because I 

haven't seen tha t  b i l l  f o r  years. A s  I say, I ' m  inclined t o  think tha t  

the basic  idea came from Kefauver, you know. And I think we said  the same 

s i z e  and prominence a t  l e a s t  a s  the proprietary name, did we not? 

M: It ended up a t  half  the s ize .  

E: It ended up i n  tha t  but I think i n  our b i l l  we had i t  a t  l e a s t  as large,  

did we not? 

M: I don't remember. 

E :  Well i t  would be the same as  i n  H.R. 11581--as introduced--you know. 

M: Right. 

E: But I ' m  inclined t o  think, although I could t race i t  perhaps, that  I 

got that  idea--I think -I suggested putt ing i t  a.Now, maybe some'body e l s e  

suggested i t  but I--

M: No. I think the wri t ten records c lear ly  demonstrate tha t  you championed 

tha t .  

E: I did. And I think I got the idea from Kefauver. 

M: And I think Goodrich and maybe John Harvey weren't too excited about the 

idea. 

E: I think not, although they, of course, did support i t  once i t  was put 

forward or  endorsed by the Department. And I think tha t  t h i s  i s  t rue of the 

standardization of names. They were very cool t o  tha t .  Now I & t h i n k  tha t  



t h e  way t h a t  was w r i t t e n  i n  t h e  o r i g i n a l  Kefauver b i l l  was bad. ?he way 

i t  was w r i t t e n  i n  t h e  f i n a l  b i l l  was n o t  a s  bad, perhaps because we had 

some inf luence  on it. The way we had i t  i n  -our b i l l ,  I th ink ,  was much 

b e t t e r  than of those.  It was simple. I t  was d i s c r e t i o n a r y .  And s o  

f o r t h .  And I put  i n  q u i t e  a b i t  of s tudy i n t o  t h e  background of i t .  Why 

we should have i t ,  you know. A s  I mentioned t o  you, I looked i n t o  t h e  

exper t  testimony from Doctor H i l l e r ,  D i rec to r  of Revision of t h e  U.S. 

Pharmacopeia, and o the r s .  I read  an a r t i c l e  on t h e  sub jec t  of gemeric 

names, and so' f o r t h .  And maybe I ' m  mistaken-maybe Food and Drug was 

e n t h u s i a s t i c  about i t - -but  c e r t a i n l y  not  t h e  way they had prepared t h e i r  

o r i g i n a l  d r a f t  r epor t .  

M: No. I t h i n k  you're r i g h t .  

E: But t h e  way t h e  f i n a l  r e p o r t  came out--and I wrote this-- the o b j e c t i v e  

i s  r e a l l y  endorsed. It i s  n o t  equivocal  on t h a t  a t  a l l .  It doesn ' t  say,  

' I f  i t ' s  enacted,  w e ' l l  do t h e  b e s t  t o  adminis te r  i t . '  But i t  %suggest--

and i t  g ives  t h e  reasons why--that t h i s  power should be  a r e s idua4  power, 

although we shouldn't  state t h a t  i n  t h e  law. That we hoped t h a t  t h e  

voluntary  system t h a t  was being improved a t  t h a t  time--under presgure,  I 

b e l i e v e ,  from those  hearings-- 

M: There 's  no doubt t h a t  t h e  AMA and t h e  PMA were snapping to--trying to--

E: Ah--that it would be  much p re fe rab le  i f  that voluntary  system could 

work without having us g e t  i n t o  t h a t  t o  t h e  e x t e n t  t h a t  it wasn't  necessary 

t o  do s o  i n  t h e  pub l i c  i n t e r e s t .  

M: Right. I meant t o  a sk  t h i s  ques t ion  e a r l i e r  i n  regard  t o  t h e  r e p o r t .  

Could you make some c o m e n t s  on t h e  pa ten t  provis ion .  I ' m  s u r e  you spent  

much time i n  d iscuss ion  a s  t o  what t o  do wi th  these  pa ten t  provis ions .  



E: Well, t h e  pa ten t  provis ions- - le t ' s  see. Let  m e  say  f i r s t  by way of 

background. You asked about (mild chuckle) my q u a l i f i c a t i o n s .  I am a 

pa tent  lawyer. I d i d  n o t  have pa ten t  law i n  law school .  And I don ' t  

consider  myself a t  a l l  an exper t  on pa ten t  law. However, when I had t o  

address  myself t o  t h i s  b i l l ,  I f e l t  I owed something t o  t h e  sub jec t  and I 

delved i n t o  t h e  s u b j e c t ,  g iv ing  i t  a s  much t i m e  a s  I could devote t o  i t .  And 

I discovered,  t o  my r e g r e t  I might say,  t h a t  I thought t h a t  even a p a r t  from 

t h e  d u t i e s  t h a t  c e r t a i n  of t hese  pa tent  provis ions  would c a s t  upon our 
department--it was de fec t ive  and unsound i n  p a r t  i n  achieving what t h e  Senator  

was a f t e r .  I am r e f e r r i n g  t o  t h a t  p a r t  of t h e  pa ten t  provis ions  t h a t  would 

b a r  t h e  g ran t ing  of  a  pa t en t  f o r  a  drug--I t h ink  it was l i m i t e d  t o  p r e s c r i p t i o n  

drugs--if i t  was f o r  a molecular o r  o the r  modif ica t ion  of a drug o r  f o r  a 

combination of drugs, un le s s  t h e  Secre tary  of HEW, a f t e r  such t e s t s  a s  he 

might make o r  caused o t h e r s  t o  make, found t h a t  i t  had a  s i g n i f i c g n t l y  

g r e a t e r  t he rapeu t i c  va lue  than  t h e  drug from which i t  was derived.  And t h i s  

i s  a very complicated matter .  And s o  I f e l t  i t  was necessary ,  i n  o rde r  n o t  

t o  encumber t h e  Sec re t a ry ' s  p a r t  of t h e  r e p o r t  t o o  much, I f e l t  i t  was 

necessary t o  put  much of t h e  a n a l y s i s  of t h e  d e f e c t s  I ' d  found i n t o  a  s t a f f  

memorandum, t o  be r e fe r r ed  t o  i n  t h e  Sec re t a ry ' s  o r i g i n a l  r e p o r t  and enclosed 

with i t .  And because we were t r y i n g  t o  be a s  sympathetic t o  t h e  Senator  a s  

we could--the l i n e  was t o  be j u s t  a s  easy on him as  w e  could, I think--I made 

t h a t  s t a f f  memorandum, which I wrote,  j u s t  a s  g e n t l e  a s  I could,  but  I s t i l l  

f e l t  duty-bound t o  po in t  out  what I had found. And I might say t h a t  t h e  

s t a f f  memorandum was s e n t  by me t o  t h e  Pa ten t  Off ice  f o r  c learance  t o  determine 

whether it was sound. A b r i g h t  c a r e e r  o f f i c i a l  i n  t h e  Pa ten t  Office--I t h i n k  

h i s  name was Federico--read i t  and c leared  it. This  may have been done by 

telephone. 
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M: It 's been a while since I read your s t a f f  memo, but--so whatever you 

want t o  say about it--go ahead--

E :  Well, about the s t a f f  memo--it speaks f o r  i t s e l f .  Incidentally,  i t  

was interesting--that s t a f f  memorandum i s  referred t o  i n  the Secretary's 

report as  enclosed and attached t o  the report  and is referred t o  as some-

thing tha t  supplements it .  After Secretary Ribicoff had t e s t i f i e d  before 

the--was i t  the sub-committee o r  the f u l l  committee? 

M: The subcommittee. 

E :  The subcommittee--(ruffles through papers) I don't have h i s  testimony 

but anyway, he re i te ra ted  a l o t  of what was i n  the report--he got a 

l e t t e r  from Kefauver--probably prepared by Blair ,  I don't know--being 

annoyed a t  the  s ta f f  memorandum and asking whether rea l ly  t h i s  was par t  

of the report  and saying tha t  there  i s  an indication i n  the s ta f f  memorandum 

tha t  i t  rea l ly  wasn't par t  of the report because there was a refeltence i n  

the  s t a f f  memorandum t o  "the secretary's  l e t t e r . "  Well. I think I had 

gone on vacation by the time the report  was cleared and the Secreaary went 

up t o  t e s t i fy .  I had rea l ly  done a l l  the work on i t  but Sid Sapedstein-- 

who was i n  the Division and l a t e r  became my successor, incidentally,  i n  the 

Deputy job, and ultimately as Assistant General Counsel, a f t e r  I retired--

he so r t  of followed through i n  my absence. And the Secretary's reply t o  

Kefauver's l e t t e r  about the  s t a f f  memorandum was thus prepared while I was 

s t i l l  on vacation. It says: 'You ask whether the Supplemental Staff  

Memorandum attached t o  t h i s  ~ e ~ a r t m e n t ' s  on S 1552, (1) is t o  be report  

regarded as part  of tha t  report  and (2) expresses my "views on the subject." 

This memorandum, which is referred t o  i n  the Department's report  on the b i l l ,  

was developed by our l eg i s l a t i ve  s t a f f  solely  i n  an e f f o r t  t o  be helpful t o  



your Sub-corni t tee i n  po in t ing  up some ambiguit ies  and u n c e r t a i n t i e s  which 

they saw i n  some of  t h e  language of t h i s  p a r t  of t h e  b i l l ,  and t o  suggest  

some improvements i n  t h e  procedural  provis ions  of t h i s  p a r t  of t h e  b i l l .  

It was not  intended t o  be i n  any way incons i s t en t  wi th  my testimony o r  wi th  

t h e  Department's r e p o r t  on t h e  b i l l  and w e  do n o t  s o  i n t e r p r e t  it.' (Heh!) 

It was a c l e v e r l y  w r i t t e n  letter. 

M: He made that--made t h a t  c l ea r .  

E: Yeah. They l a t e r  had testimony from t h e  Commissioner of Pa ten t s  

which pointed out  some of t h e  d i f f i c u l t i e s  i n  p a r t ,  although not  as poin tedly .  

The way I did i t  i n  t h e  s t a f f  memorandum was p a r t l y  through a S o c r a t i c  

quest ioning.  But it d i d n ' t  help. Ins t ead  of be ing  g r a t e f u l  f o r  a s s i s t a n c e  

of t h i s  kind,  they j u s t  s t u c k  by what they had. They changed o t h e r  p a r t s  

of i t - - they changed t h e  procedural  aspec ts ,  y'know. Well, they l o s t  every-

th ing .  But,  they wouldn't have got ten  i t  anyway. 

M: Yes. Apart from t h e  p o l i t i c a l - -  

E: Apart from the--yes. But i t ' s  unfor tunate  because I thought t h a t  t h a t  

p a r t  about t he rapeu t i c  efficacy--? 

E: Value was b a s i c a l l y  unsound because you don ' t  get a b a s i c  pa t en t  f o r  a 

drug a s  such. You g e t  a  pa t en t  f o r  a  chemical compound, o r  f o r  a  process 

i n  making it .  If i t ' s  f o r  t h e  product i t s e l f ,  i t ' s  f o r  a chemical compound 

o r ,  i n  t h e  words of t h e  s t a t u t e ,  a "composition of matter." This  is what 

t h e  "claim" f o r  t h e  pa ten t  would cover ,  r ega rd le s s  of what t h e  " spec i f i ca t ions"  

would show a s  t o  t h e  usefu lness  of t h e  compound. Y e s ,  I suppose t h a t  i f  t h e  

s p e c i f i c a t i o n s  showed usefu lness  of the  product as a drug, you could argue, 



'Well, t h a t ' s  a  pa t en t  f o r  t h e  d rug , '  w i th in  t h e  i n t e n t  of S.  1552. But 

i n  t h e  l i g h t  of t h i s  proposed kind of law, pa t en t  lawyers would s t r i v e  t o  

avoid us ing  t h i s  kind of s p e c i f i c a t i o n  if they could avoid i t - - f ind  some 

o the r  u t i l i t y .  So b a s i c a l l y ,  t h e  problem should have been tackled ,  i n  my 

opinion, q u i t e  another  way t o  achieve h i s  purpose. 

M: Were you sympathet ic  wi th  h i s  purpose? 

M: The purpose being t o  e l imina te  "me-too" drugs? 

E: Well, i f  t h e  "me-too" drugs were noth ing  b u t  t h e  same t h i n g ,  bu t  wi th  

some s u f f i c i e n t  change t o  ge t  a  pa t en t  on it ,  so t h a t  t h e  "me-tooer" could 

g e t  a 17-year monopoly on it. But I don ' t  know whether you'd c a l l  t h i s  a 

,,me-too" drug because i t  would, I th ink ,  u sua l ly  be t h e  samemanufacturer  

who would do this--so he'd extend h i s  monopoly (M: r i g h t ) .  W e l l ,  i f  t h a t  

r e a l l y  could be cured i n  t h a t  kind of way--=, I ' d  be sympathet ic  t o  i t .  

(By t h e  way, i n  recent  Supreme Court dec i s ions ,  J u s t i c e  Douglas used t h e  

term "me too" t o  r e f e r  t o  pre-1962 drugs t h a t  manufacturers had, without 

applying f o r  FDA c learance ,  marketed i n  r e l i a n c e  on s i m i l a r  o r  i d e n t i c a l  

c leared  drugs made by them o r  o t h e r  manufacturers,  on t h e  assumptLon t h a t  

t h e  "me toos" were n o t  new drugs when they were marketed.) But, in t h e  

f i r s t  p lace ,  Kefauver d idn ' t  j u s t  bar  molecular changes. You see ,  he s a i d  

molecular o r  other modifications--although he d i d n ' t  fol low through on it 

i n  h i s  procedural  p a r t .  And he added any combination, meaning a mtixture, of 

drugs.  A molecular modif icat ion o r  o the r  modif ica t ion  of another  drug,  o r  

a combination of drugs,  can r e s u l t  i n  some of t h e  g r e a t e s t  improvements. 

And a l so ,  you couldn ' t  g e t  any pa ten t  on it unless  i t  r e a l l y  rose  t o  the  

l e v e l  of invention.  Something t h a t  was obvious t o  one s k i l l e d  i n  t h e  a r t .  



M: Obviously the  Kefauver people f e l t  t h a t  t h a t  was not  t h e  case. What 

you're  saying is t h a t  t h e i r  device  f o r  t r y i n g  t o  r egu la t e  t h i s  problem was 

j u s t  f raught  with s o  many problems. 

E :  But anyway, i f  they wanted t o  do what they did,  I t h i n k  it might be  done 

i n  a d i f f e r e n t  way. L e t ' s  see! For ins tance ,  t h e  law might be  amended t o  ..5 

say  t h a t  a pa tent  on a composition of mat ter  would not  confer pa ten t  protec- H 
5t i o n  wi th  respect  t o  t h e  manufacture, s a l e ,  o r  use of the  substance as a drug, = 
&i f  t h a t  substance was merely a modif icat ion of another  substance t h a t  was 0 
rn 
0 

already being marketed o r  used, o r  capable of use,  a s  a drug, unless  t h e  $ I 
z I

Secre tary  had found t h a t  t h e  modif icat ion had s i g n i f i c a n t l y  g r e a t e r  usefu lness  i? 
2< 

a s  a drug than t h e  unmodified substance o r  had, a s  a drug, usefu lness  of a J' 
3 

0 

-kind,  o r  f o r  c e r t a i n  p a t i e n t s ,  not  possessed by t h e  unmodified substance. I I 
U,
0 

would not s t r i c t l y  l i m i t  it t o  a the rapeu t i c  usefulness ( i n  t h e  narrow sense ) ,  
< 
2 

5 
f o r  reasons s t a t e d  i n  t h e  s t a f f  memo. Something along that l i n e .  So you 0 

P. 
a 

wouldn't b a r  the  pa ten t  b u t  you would b a r  i t s  e x p l o i t a t i o n  f o r  drug purposes 0 
2.z'

unless the re  was a r e a l  advance i n  t h e  a r t .  
5 
?= 
%M: I see.  
C 
D 
D< 

E: -I don't  know. This would seem t o  me t o  be  an obvious way t o  pet  around E: 
3 

my d i f f i c u l t y .  But maybe the re ' s  a f law i n  i t ,  because I never t n i e d  t o  0g. 
0 

t e l l  him how t o  w r i t e  h i s  b i l l  on t h a t  matter .  I j u s t  pointed out  what I (D

3 
z 
thought was wrong. %D 

M: I have the  same problem t h a t  you do--even more so--that I am even more 1 
removed from being a pa ten t  exper t  so--(E; chuckle).  Maybe we'd b e t t e r  go I 
on. What, what about h i s  primary pa ten t  provision? What was the  th inking I 
on t h i s ?  



E: You mean, t h e  o t h e r  two provis ions  on p a t e n t s ?  You--I t h i n k  you asked 

f o r  my attitude--was i t ?  

M :  Well, I j u s t  wonder what--uh--not only your (E: what I thought about em?) 

a t t i t u d e ,  bu t  what o t h e r  people were th inking  about them--(E: yes--well, now, 

f i r s t  of al l - -) .  Espec ia l ly  compulsory l i cens ing .  

E: Yes. F i r s t - - l e t  me brush a s i d e  t h e  one on t h e  amendment t o  t h e  Sherman 

Act. And i n c i d e n t a l l y ,  t h a t  one on t h e  Sherman Act was t h e  only provis ion  

i n  t h e  b i l l  t h a t  was t h e  b a s i s  f o r  g e t t i n g  t h e  b i l l  t o  h i s  subcommittee. 

M: That ' s  r i g h t .  Tha t ' s  r i g h t .  And i t  came f i r s t .  (chuckle) 

E: It came f i r s t .  (M: For t h a t  reason.) On t h a t  one, we, of course,  

acknowledged t h a t  we  had no  s p e c i a l  e x p e r t i s e  i n  t h e  f i e l d  and t h a t  t h e  

provis ion  was s t i l l  under s tudy,  pr imar i ly  by t h e  agencies  charged wi th  

enforcement of a n t i t r u s t  laws. Suggestions were made by t h e  J u s t i c e  Depart- 

ment--through i t s  A n t i t r u s t  Division--that t h i s  could be  handled i n  a 

d i f f e r e n t  way. -were opposed t o  s p e c i a l  t rea tment ,  under t h e  a n t i -  

t r u s t  laws,  f o r  p a r t i c u l a r  products.  But, a t  any r a t e ,  they proposed 

handling t h i s  i n  a d i f f e r e n t  way. And I th ink  Kefauver modified uhe 

Sherman Act provis ions  l a t e r  or t r i e d  t o .  Now tu rn ing  t o  compulsory pa ten t  

l icensing-- the provis ion ,  a s  you w i l l  r e c a l l ,  was t o  l i m i t  t h e  d u t a t i o n  of 

t h e  pa ten t  monopoly t o  t h r e e  yea r s  a f t e r  t h e  f i l i n g  of t h e  app l i ca t ion  o r ,  

i n  t h e  case of a "new drug," t o  t h r e e  yea r s  a f t e r  t h e  c learance  of t h e  new 

drug f o r  t h e  market; and f o r  t h e  remaining l i f e  of t h e  p a t e n t ,  t o  make i t  

sub jec t  t o  compulsory l icensing--at  an 8%royalty--at t h e  reques t  of any 

so-cal led q u a l i f i e d  appl icant .  And a q u a l i f i e d  app l i can t  was anyone who 

was a Federa l ly  l i censed  drug manufacturer under another provis ion  of t h e  

b i l l .  This  compulsory p a t e n t  l i c e n s e  proposal  was one of of- t h e  provisions 



t h e  b i l l - - I  would say  the provis ion  of t h e  b i l l - - t h a t  I had t h e  g r e a t e s t  

d i f f i c u l t y  wi th  from t h e  s tandpoin t  of pol icy.  Natura l ly ,  t h e  ob jec t ive  of 

t r y i n g  t o  g e t  more competition everyone would agree with.  A t  t h e  same time, 

on t h e  p a r t  of t h e  indus t ry  and many o t h e r  people t h e r e  was a fear--and I w a s  

a f r a i d  and o the r s  were afraid-- that  t h i s  might have a  very se r ious  adverse 
s 


e f f e c t  on t h e  incen t ives  t o  research.  I n  o t h e r  words, t h e  incen t ive  was t h a t  0 

2' if t h e  manufacturer did achieve a  pa t en tab le  discovery,  a f t e r  spending perhaps i 
m -

mil l ions  i n  research  on a  p a r t i c u l a r  th ing ,  he would have a  monopoly f o r  t h e  b 
v 
e 


17-year l i f e  of  t h e  pa ten t .  Under t h e  Kefauver b i l l ,  he would g e t  an u n r e s t r i c t e 3  

monopoly f o r  t h r e e  yea r s  a t  most. Inc iden ta l ly ,  a s  I have s a i d ,  t h e  t h r e e  

years  would da te  back t o  t h e  d a t e  of t h e  pa ten t  app l i ca t ion  o r ,  i n  t h e  case  
I 

of a "new drug," t o  t h e  d a t e  t h e  new-drug app l i ca t ion  was approved under t h e  

Food and Drug Act. Y e t  a  pa t en t  might n o t  a c t u a l l y  be i ssued  u n t i l  more than 

t h r e e  yea r s  a f t e r  t h e  pa ten t  was applied f o r ,  and y e t ,  under t h e  Kefauver 

b i l l ,  t h e  per iod  of pendency of t h e  pa ten t  app l i ca t ion  would be  charged 

aga ins t  t h e  e f f e c t i v e  per iod  of t h e  pa ten t ,  un le s s  t h e  drug  were a "new 

drug." This  provis ion  of t h e  b i l l  was l imi t ed  t o  p r e s c r i p t i o n  drugs, bu t  

a "new drug" might o r  might n o t  b e  a  p r e s c r i p t i o n  drug. There w a s  g r e a t  

unce r t a in ty  about a l l  t h i s ,  i n  =mind c e r t a i n l y ,  and I f e l t  t h a t  r e a l l y  

our Department d idn ' t  know anything about t h a t  sub jec t .  I might say i n  

passing,  i n c i d e n t a l l y ,  t h a t  t h e  d r a f t  r epor t  t h a t  I got  from Food & Drug 

o r i g i n a l l y  before  I wrote a  ve r s ion  f o r  t h e  Department pointed out our l ack  

of e x p e r t i s e  i n  t h i s  f i e l d .  And, e s s e n t i a l l y  I wanted t o  say t h i s  on our 

behalf--and I had w r i t t e n  about a  page o r  a  paragraph on i t  saying--expressing 

sympathy wi th  t h e  o b j e c t i v e s  of t h e  proposal  but  saying  t h a t  t h i s  was a 

ma t t e r  on which we had no s p e c i a l  competence and t h a t  we de fe r red  t o  o the r s  

t h a t  w e r e  more q u a l i f i e d  t o  pass  on it. On t h e  o the r  hand, Dean Coston, 

particularly--who was one of t h e  depu t i e s  o r  a Spec ia l  Ass i s t an t  t o  Wilbur 



Cohen who was then  Ass i s t an t  Secre tary  f o r  Legis la t ion-- fe l t ,  I th ink ,  

i nc l ined  t h e  o the r  way. H e  f e l t  i nc l ined  t o  say ,  i n  e f f e c t ,  'Yes, it is 

a gobd idea . '  Well, t h e  Budget Bureau meantime consul ted t h e  Commerce 

Department and t h e  Pa tent  Office,  of course,  which i s  i n  t h a t  department,  

found f laws t echn ica l ly ,  And t h e  Budget Bureau a l s o  consulted t h e  Council 

of Economic Advisers. The response of t h e  Council of Economic Advisers,  

of which t h e  Bureau s e n t  u s  a copy, was q u i t e  sympathetic.  I have quoted 

i t  r a t h e r  a t  l e n g t h  i n  a  b r i e f i n g  memorandum. (M: I remember.) They 

suggested a  poss ib l e  a l t e r n a t i v e  approach toward t h e  same ob jec t ive .  And, 

uh, I remember c a l l i n g  t h e  person i n  t h e  Council of Economic AdviOers who 

was respons ib le  f o r  having w r i t t e n  t h i s  and saying,  'May we quote you on 

t h a t ? '  Because I f e l t  i t  would be  nice i f  we &. I would have l i k e d  t o  

put  t h a t  i n  t h e  Department's r e p o r t ,  saying,  'We don ' t  have any s p e c i a l  

competence on t h i s  mat te r ,  bu t  he re ' s  what t h e  Council of Economic Advisers 

has  s a i d .  ' 

M: As I remember, t h e  Council of Economic Advisers,  on t h e  whole, were 

favorable.  

E: Yes. 

M: To Kefauver. 

E: Yes. I s a i d ,  'May we quote you on t h a t ? '  And he s a i d ,  ' I ' m  s o r r y ,  

bu t  we've j u s t  s a i d  t h i s  f o r  t h e  information of t h e  Budget Bureau and you 

people,  but  our  po l i cy  is t h a t  t h i s  cannot be made pub l i c . '  

M: Do you have any i d e a  why? Do you th ink  that-- 

E: W e l l .  I can s e e  &--I can s e e  t h a t  an adv i se r  f requent ly  f e e ~ l s  much f r e e r  

t o  g ive  advice when he  knows t h a t  what he  advises  w i l l  be kept  conf iden t i a l .  



And I might say  t h i s  i s  p a r t  of t h e  reason t h a t  Pres ident  Nixon Nave f o r  

r e fus ing  t o  d ivulge  advice given t o  him i n  confidence, although tue has 

n o t  been c o n s i s t e n t  about t h i s .  

M: I tk ink  t h a t  t h i s  i s  a very real--

E :  This  is a very r e a l  cons idera t ion .  On t h e  o t h e r  hand, I sa id ,  'This 

i s  a -Hel l  of a note!' (M: chuckle) I s a i d ,  'Vhy you know t h i s  i s  n o t  

t h e  k ind  of t h i n g  t h a t  you should be a f r a i d  of having published. You 

ought t o  be ab le  t o  s t and  behind it . '  'No, we can ' t  do it . '  I sa id ,  

' A l l  r i g h t . '  It  seemed t o  m e  t h a t ,  under those circumstances, a l l  w e  

could say  was--what I had s a i d  i n  t h e  d r a f t ,  you know, t h a t  i s  'We have 

no s p e c i a l  competence; w e  have t o  d e f e r  t o  others! '  (M: heh-heh-heh-heh) 

M: You l i k e  i t  bu t  won't support  i t .  

E: Now t h i s  i s  t h e  one t h i n g  i n  my d r a f t  of our  report--aside from some 

minor things--that was changed. Dean Coston rewrote t h i s .  And rewrote i t  

i n  a very c l eve r  way. Af ter  s t a t i n g  t h a t  t h e  b i l l ' s  p rovis ions  t o  improve 

t h e  Food and.Drug Act would be  'conducive t o  more a c t i v e  and e f f e c t i v e  

competition i n  t h e  s a l e  of drugs, with consequent b e n e f i t  t o  t h e  consumer,' 

he s a i d :  'The a n t i t r u s t  and pa ten t  law provis ions  of t h e  b i l l  a r e  obviously 

designed wi th  t h e  same end i n  view. They--the a n t i t r u s t  and pa ten t  law 

provisions--are,  a t  t h i s  w r i t i n g ,  s t i l l  under i n t e n s i v e  s tudy n o t  only by 

t h i s  Department, bu t  more e s p e c i a l l y  by those agencies  t h a t  a r e  pr imar i ly  

conversant wi th  problems of p r i c e  competition because they a r e  charged wi th  

enforcement of our  laws aga ins t  monopolis t ic  p r a c t i c e s  and combinations i n  

r e s t r a i n t  of  t r ade .  While w e  do n o t  f e e l  equipped a t  t h i s  t ime t o  appra ise  

t h e i r  probably e f f e c t s  i n  terms of t h e i r  economic ob jec t ive  o r ,  on the  o the r  

hand, i n  terms of preserv ing  d e s i r a b l e  incen t ives  t o  research . '  Now mind you, 



w e  s a i d  we're not  competent even t o  appra i se  t h e i r  e f f e c t  on preserv ing  

d e s i r a b l e  incen t ives  t o  research.  '::e should make c l e a r  t h a t  omission of 

d e t a i l e d  d i scuss ion  of t h e s e  aspec ts  of those  provis ions  from t h i s  r e p o r t  

does not  betoken l a c k  of concern f o r  t h e  o b j e c t i v e  t o  uhich they a r e  

addressed. W e  recognize t h a t  t h i s  b i l l  would profoundly a f f e c t  cu r ren t  

marketing, promotion, and research  i n  t h e  drug indus t ry .  W e  a r e ,  however, 

confident  t h a t  t h e  demand f o r  medical s e r v i c e  and drugs w i l l  expaad g r e a t l y  

i n  t h e  yea r s  t o  come. This  demand, coupled wi th  an outpouring of t h e  

r e s u l t s  of medical research  i n t o  t h e  prevention and cure of d i sease ,  w i l l  

undoubtedly s u s t a i n  a hea l thy  expanding, and prosperous drug indus t ry .  It 

i s  of t h e  f i r s t  importance t h a t  a l l  reasonable s t e p s  be taken t o  prevent  

e x p l o i t a t i o n  of t h e  p u b l i c  i n  t h e  s a l e  of what o f t e n  i s  l i t e r a l l y  a "necessi ty 

of l i f e . " '  Now t h i s  is extremely c lever - -beaut i fu l ly  written--but i n t e r n a l l y  

cont radic tory .  

M: Yes. (chuckle) 

E: Actual ly,  i n  saying t h a t  we're confident  t h a t  t h e  demand f o r  medical 

s e r v i c e s  and drugs w i l l  expand g r e a t l y  i n  yea r s  t o  come and t h a t  aha t  

demand, coupled wi th  an outpouring of t h e  r e s u l t s  of medical research--and 

s o  forth--wil l  undoubtedly s u s t a i n  a hea l thy  and expanding and prmsperous 

drug indus t ry ,  I t h i n k  he meant t o  convey t h e  impl ica t ion ,  'Well, even i f  

your proposals  i n  t h e  pa ten t  and a n t i t r u s t  f i e l d s  have an adverse e f f e c t  on 

research ,  wi th  a l l  t h e  o the r  th ings ,  why, t h e  indus t ry  w i l l  be  a l l  r i g h t . '  

M: Yet, t h i s  is what's s o  maddening about t h i s  r epor t .  On almost every 

po in t ,  t h e  Department agrees--Ribicoff agrees wi th  what Kefauver i s  a f t e r ,  

bu t  r i g h t  down t h e  l i n e  he  says ,  ' ~ u twe  can ' t  support  anything i n  your b i l l . '  

E: Well--it i s n ' t  anything. Several  things-- 



M: Not 9 th ing  but-- 

E: We f u l l y  went on t o  support  t h e  b i l l  t o  the  ex ten t  t h a t  we *. 
(M: Nght . )  But i t 's  i n t e r e s t i n g .  I th ink  i t 's  w r i t t e n  i n  a tone which 

i s  not  quarrelsome and very cooperative. But h e r e ' s  something--here's 

something--and I cannot remember whether I wrote t h i s  pe ro ra t ion  o r  no t  

bu t  I th ink  I was asked to .  We could no t  end up with a l l  t hese  comments, 

t o  t h e  ex ten t  they were adverse, and s o  we had t o  g ive  it a more favorable  

tone a t  t h e  end. So it says,  'This concLudes our comment on t h e  s p e c i f i c  

provis ions  of t h e  b i l l  of s p e c i a l  concern t o  us. I n  summary, we s t rong ly  

f avor  t h e  ob jec t ives  of t h e  b i l l ,  and w e  urge favorable  cons idera t ion  of 

t h e  amendment of the  Federal  Food, Drug and Cosmetic Act proposed by the  

b i l l ,  f o r  t h e  adminis t ra t ion  of which we would be respons ib le ,  sub jec t  t o  

t h e  modif icat ions (M: laughs) suggested and comments contained i n  this 

r e p o r t .  ' I n  o ther  words, 'yes, b u t  no! ' (M: laughs--hard) But don ' t  

'NO.' (M: ends laughter )  And then, i n  parentheses,  '(While uhe above 

comments on t h e  b i l l  include observat ions a s  t o  some d e f i c i e n c i e s  o r  

problems of a t e c h n i c a l  n a t u r e  i n  t h i s  b i l l ,  and our s t a f f  happened t o  no te  

a few a d d i t i o n a l  typographical  and s i m i l a r  e r r o r s ,  t h e  b i l l  has  n a t  been 

reviewed by us with a view t o  pe r fec t ing  it technica l ly . '  I d idn ' t  want 

t o  throw i n  a l o t  of d r a f t i n g  p o i n t s  showing how. ' I f  t h e  substance of 

any provis ion ,  f o r  t h e  adminis t ra t ion  of which w e  would be  respons ib le ,  is 

favorably considered by your Committee, w e  should apprec ia te  an opportunity 
I 

t o  review i t  f u r t h e r  from t h e  poin t  of view of i ts  t e c h n i c a l  adequacy and 

t o  make suggest ions accordingly.) '  I f e l t  I had t o  put  t h a t  i n  even though 

i t  i s  i n  parentheses because t h e r e  were some p r e t t y  sad d r a f t i n g  ploints t h a t  ~ 
should be  taken up with t h e  committee s t a f f  i f  t he  proposals  of the b i l l  were l a

1 otherwise favorably considered. A s  f o r  t h e  rest, except a s  I have noted, I 



wrote t h i s  r epor t .  I d id  u t i l i z e  some po in t s  from t h e  Food and Drug 

Administrat ion 's  d r a f t ,  such as some of  t h e  d i f f i c u l t i e s  inherent  i n  

t h e  pa ten t  provis ions  on the rapeu t i c  value,  i ts  arguments about why we 

d idn ' t  need t o  r equ i re  a l l  t h a t  information, e t c .  I used t h a t  though I 

wrote it somewhat d i f f e r e n t l y  maybe. 

M: Do you have any f u r t h e r  comments you'd l i k e  t o  make oa t h e  Department's 

omnibus b i l l ?  

E: Well, t h e  dec is ion  t o  put  it a l l  i n  one b i l l  was simply a policy-- 

t a c t i c a l ,  s t r a t e g i c ,  quasi-pol i t ical--decis ion a t  t h e  top  l e v e l .  Rather 

than have a drug b i l l - -o r  drug and f ac to ry  in spec t ion  also--and then  t o  

have a food b i l l  and s o  forth--and a l so ,  t h e  f ac to ry  inspec t ion  proposa l  

t h a t  = h a d  wasn't l i m i t e d  t o  drugs; i t  cu t  across  the  board. So t h e r e  

was a l s o  t h e  problem i n t o  which b i l l  t o  s t i c k  i t  i f  we  had more than one 

b i l l ,  or do we  put  i t  i n t o  every b i l l ?  What we did, though, when Kefauver 

e f f e c t i v e l y ,  through in f luence  a t  t h e  White House o r  whatever, prevented 

us f i n a l l y  from sending up an Administration b i l l  o r  b i l l s ,  w a s  f i r s t  of 

a l l  t o  s p l i t  our b i l l  i n t o - - ( r i f f l i n g  and looking through papers)  

M: You s p l i t  i t  i n t o  two (E: What?)--you s p l i t  i t  i n t o  two s e c t i o n s ,  11581 

and 11582. 

E:  --into two b i l l s ,wh ich  eventua l ly  were introduced on t h e  House s i d e ,  

and send those  two b i l l s  t o  t h e  House side-- 

M: Right.  

E: The b i l l s  were introduced by Chairman H a r r i s  a s  H.R. 11581 and H.R. 

11582. And these  b i l l s  were t h e  same, when you put  them toge the r ,  a s  our  

omnibus b i l l ,  although, because they were s p l i t ,  I had t o  make some 



d r a f t i n g  adjustments and made a few o t h e r  improvements i n  t h e  b i l l s .  

Secondly, on t h e  Senate s i d e  it was decided t o  g ive  Senator  H i l l  j u s t  one 

bi l l - -not  t o  have any drug b i l l  o f  our  own a t  a l l .  But j u s t  a food--urn--

let 's see ,  t h a t  was called--

E: What? 

M: Food and Cosmetics B i l l - -

E: ( R i f f l e s  through papers--vigorously!) It was ca l l ed  t h e  Cosmetics and 

Therapeutic  Devices Amendments of  1962. 

M: Now you gave t h i s - - j u s t  t h a t  part--to L i s t e r  H i l l - -

E: J u s t  -b i l l  t o  Senator  H i l l .  It & not  cover drugs. But i t  d i d-
have a f a c t o r y  in spec t ion  s e c t i o n  i n  i t  wi th  across-the-board coverage of 

-a l l  a r t i c l e s  covered by t h e  Food and Drug Act, inc luding  drugs. That 

provis ion  w a s  designed t o  improve what w e  could look a t  across-the-board 

i n  f a c t o r y  inspection--including consul t ing  l a b o r a t o r i e s .  And I t h i n k  w e  

put  i n t o  t h a t  b i l l  t h e  provis ions  on b i o l o g i c a l  drugs t h a t  we a l s o  had i n  

our omnibus b i l l .  Now, i t s  very i n t e r e s t i n g  t h a t  t hese  t h r e e  b i l l i s  were 

not  c a l l e d  Administration b i l l s  by us. u,i n c i d e n t a l l y ,  never i n t r o -

duced t h e  b i l l  w e  s en t  him. 

According t o  an A p r i l  1 3 ,  1962 memo from Wilbur Cohen, a t  t h a t  time 

Assistant Secre tary  f o r  Leg i s l a t ion ,  t o  Meyer Feldman who was then Deputy 

Specia l  Counsel t o  t h e  P res iden t ,  Senator  Kefauver agreed t o  c e r t a i n  

amendments proposed by t h e  Pres ident ,  ev iden t ly  those  proposed i n  t h e  

P r e s i d e n t ' s  first l e t t e r ,  dated Apr i l  l o t h ,  1962. 

M: Oh yes,  yes.  



0 

0 

E: 'Senator Kefauver's s t a f f  sugges ts  t h a t  they be  t ransmi t ted  t m  

Senator  East land by Secre tary  Ribicoff urging t h e i r  adoption. '  And t h e  

memo' goes on t o  say: 'With t h e  adoption of t h e  P res iden t ' s  amendments by 

t h e  f u l l  committee,' i f  they a r e  adopted, 'S.1552 can be  considered an 

adequate l e g i s l a t i v e  veh ic l e  car ry ing  out  t h e  recommendations r e l a t i n g  

t o  drugs contained i n  t h e  Consumer Message. To ca r ry  out  t h e  remainder 

of t h e  P r e s i d e n t ' s  program, we  propose t h e  following: (1) Submit t o  

Senator  H i l l  a b i l l  providing--' And then on--you know-- (M: Um-huh.) 

Foreign Commerce two b i l l s ,  one p a r a l l e l i n g  a s  c lose ly  a s  poss ib l e  t h e  

Kefauver drug b i l l  and t h e  o t h e r  comparable t o  t h e  b i l l  we propose t o  

send t o  Senator  H i l l . '  Now, i n  s h e  misspoke himself--or miswrote 

himself (M: chuckle).  The one t o  Chairman H a r r i s  d i d  not  p a r a l l e l  a s  

c lose ly  a s  poss ib l e  t h e  Kefauver b i l l ,  you know. (M: Right. Right.) It 

was r e a l l y  what was i n  our omnibus b i l l  s o  f a r  a s  drugs and f ac to ry  

inspec t ion  were concerned. It was b e t t e r  d ra f t ed ,  as  t o  organizat , ion 

and, i n  l a r g e  measure, a s  t o  i t s  content  and t h a t  i s  r e f l e c t e d  i n  t h e  

f i n a l  law. 

M: Whose i d e a  was t h i s  s t r a t e g y ?  

E: Well. It was ev iden t ly  cooked up a t  a l e v e l  above mine. I was not  

pr ivy  t o  t h e  conversat ions,  but  it must have been between Wilbur Cbhen 

and Meyer Feldman and probably--possibly t h e  President--I don't  know. 

M: Sonosky l i k e s  t o  claim t h a t  he-- 

E: And Sonosky was undoubtedly pr ivy  t o  i t .  

M: Um-huh. 



E: Now where it--how far he  w a s  i n  wi th  it--he w a s  i n  wi th  F e l d W - -  

I don ' t  know. H e  t h inks  he  was respons ib le  f o r  t h a t ?  

M: W e l l  h e  t h i n k s  h e ' s  r e spons ib le  f o r  a--a--

E: For t h e  s t r a t e g y .  

M: For q u i t e  a l o t .  

E: Well, I t h i n k  he is--

M: (chuckle) 

E: And he might w e l l  be t h e  one t h a t  suggested t h i s .  And he  d r a f t e d  

t h i s  memo from Cohen t o  Meyer Feldman. I can see  t h a t  from t h e  f i l e  copy. 

One went t o  me. 

M: The f a c t  that--yes, I ' d  l i k e  t o  see t h a t .  I don' t  t h i n k  I ' v e  seen 

t h a t  document. 

M: Sonosky sugges ts  t h a t  t h i s  was a h ighly  unusual s t r a t e g y .  I n  o t h e r  

words, t o  send p a r t  of a b i l l  t o  t h e  House and v i r t u a l l y  use another  b i l l  

i n  t h e  Senate.  

E: Yes, what we had done t h e r e  was unprecedented. Now, i t ' w a s  a l s o  

unusual t o  send--when w e  s e n t  up a b i l l  o f f i c i a l l y - - a  d r a f t  b i l l  fior t h e  

Department--it would be  most unusual t o  send it only t o  one house. W e  

would usua l ly ,  normally, send it t o  t h e  Speaker of t h e  House--and t o  t h e  

Pres ident  of t h e  Senate,  who is t h e  Vice-president.  

M: Yes. 

E: And i t  would be s o  addressed, and then  would be r e f e r r e d  t o  t h e  



appropriate committee. One exception we have made is in the case of 


bills to amend the Social Security Act--we have generally sent thbse only 

to the House side at first--particularly if they amended the tax laws-- 

but even otherwise. Under the Constitution, a bill to raise revenue has 

to originate in the House but, as I say, we have not limited this procedure 

to those Social Security bills that contained tax provisions. So that was 

an exception. However, in the instance we are speaking of, the transmittal 

letters were most unusual. In fact, unprecedented. The one to Chairman 

Harris said--and I think 1 have a copy here--(riffles paperslthat we are 

sending, 'in the form of two draft bills, the legislative language M' 

--and I am still quoting here--'which you requested to carry out various 

proposals recommended by the President in his recent special message on 

consumer protection.' (laughs) In other words, it doesn't say that these 

are Administration bills; it doesn't say that these are bills proposed by 

the Department; it gives the impression that these bills were really 

requested by Chairman Harris, so that the Chairman, who was Chairman of 

the Interstate and Foreign Commerce Committee of the House, could then 

proceed with his committee in his consideration of the President's Consumer 

Protection message. 

M: In other words, Kefauver was causing enormous problems. 


E: Yes. Absolutely. Now, the letter to Senator Hill, the Chaiman of the 


Labor and Public Welfare Committee of the Senate, transmitted only a draft 


bill, the Cosmetics, Therapeutic devices, and Factory Inspection Amendments 


of 1962. I don'trecall whether the letter explained the reason why we 


did not submit a drug bill to him. (Senator Kefauver claimed that he had 


cleared with Senator Hill the introduction of a drug bill designed to go to 


the Judiciary Committee.) And there was then a memorandum from my immediate 




superior, who was then Assistant General Counsel and l a t e r  became Deputy 

General Counsel. 

M: Was t h i s  Willcox? 

E: No. That's Reg Conley. Willcox was General Counsel. 

M: Oh. 

E: Conley is r e t i r ed  now, too, you know. A very wonderful man. They both 

are  wonderful men. M r .  Willcox is also r e t i r ed  from the government service. 

Anyway, there was a memo--which I had drafted--from Conley to  the Budget 

Bureau transmitting copies of the  two l e t t e r s  sent t o  Harris and H i l l .  And 

the memo s t a t e s  tha t  ' the t ransmit ta l  of these d r a f t  b i l l s ,  requelsted by the 

Chairman of these two committees, was discussed by Assistant Secrietary Cohen 

with M r .  Feldman, Deputy Special Counsel t o  the President, '  and tha t  copies 

of the l e t t e r s  and b i l l s  had been furnished t o  Feldman. The lett ier  adds, 

'Senator Kefauver, the  sponsor of S.1552 also has been apprised af the f a c t  

t ha t  the above-mentioned d r a f t  b i l l  was going t o  Senator H i l l . '  

M: Was tha t  t rue? 

E: Oh, undoubtedly i t  was true.  

M: That Kefauver was advised that-- 

E: Apprised. 

M: Apprised. 

E: Orally, i f  not i n  writing. I have a note about a somewhat l a t e r  memo 

from Cohen t o  Feldman, dated April 20, 1962, which s t a t e s  that  the action 

taken with regard t o  sending d ra f t  l eg is la t ion  t o  Senator H i l l  had been 



c leared  by telephone wi th  Senator  Kefauver. 

E: But i t  doesn ' t  say t h a t  Kefauver was appr ised  of t h e  o t h e r  two d r a f t  

b i l l s  going t o  t h e  House s i d e .  

E: And whether he was o r  wasn't, I don't  know. H e  l a t e r  s u r e l y  was. The 

memo from Reg Conley t o  t h e  Budget Bureau--it was t o  P h i l i p  Sam Hbghes, 

then Ass i s t an t  Direc tor  f o r  Leg i s l a t ive  Reference who sometime a f t e r  being 

promoted t o  Deputy Direc tor  r e t i r e d  and now i s  i n  charge of t h e  GAO super-

v i s i o n  of e l e c t i o n  i r r e g u l a r i t i e s .  The memo p o i n t s  out  t h a t  ' t he  two d r a f t  

b i l l s  s en t  t o  Chairman Har r i s  together  embody t h e  proposals  contained i n  our 

d r a f t  "Food, Drug, and Cosmetic Amendments of 1962."' (The Budget Bureau 

ev iden t ly  had t h a t  a l ready. )  'P lus  an amendment t o  t h e  Federa l  Trade 

Commission Act embodying t h e  provis ions  of t h e  Dingel l  B i l l  (H.R. 6471) wi th  

t h e  change (as  t o  drug e f f i c a c y )  recomended by t h e  Pres ident  i n  h i s  

consumer p r o t e c t i o n  message and by t h e  FTC.' I might add he re  t h a t  t h e  memo 

s t a t e s  t h a t  s e v e r a l  d r a f t i n g  changes had been made, i n  p a r t  a s  a r e s u l t  of 

t h e  d i v i s i o n  of t h e  omnibus b i l l  i n t o  two b i l l s  and i n  p a r t  t o  e f f e c t  c e r t a i n  

d r a f t i n g  improvements. The memo a l s o  adds t h a t  a s e c t i o n  mod i fyhg  the  

grandfa ther  c lause  of t h e  Food Addit ives Amendment of 1958 i n  s u b s t a n t i a l l y  

t h e  same form a s  one submitted t o  t h e  House C o m i t t e e  i n  1960, was added t o  

t h e  b i l l  containing t h e  feed  a d d i t i v e  amendment i n  order  t o  compllement t h a t  

amendment--and it g ives  t h e  reason f o r  it. I might say  t h a t  t h a t  was not  

i n  t h e  drug b i l l  bu t  t h a t  w a s  done i n  t h e  *bi l l .  Yet, t h e  Oornmittee 

then put  t h a t  p a r t i c u l a r  feed  a d d i t i v e  amendment i n t o  t h e  drug b i l l .  And i t  

became p a r t  of t h e  f i n a l  l a w .  



Was t h a t  t h e  DES provis ion?  

Yes, but  t h a t  is n o t  l i m i t e d  t o  DES. 

Uh-huh. May I ask you what you're reading from? 

I ' m  reading from no tes  t h a t  I made a few days ago t o  r e f r e s h  my 

c o l l e c t i o n ,  but  I th ink  I have t h a t  memo h e r e  ( r i f f l e s  through pap 

Now. Yes. I have i t  r i g h t  here. The memo adds t h i s  paragraph: 'The d r a f t  

l e g i s l a t i o n  s e n t  t o  Chairman H i l l  is l imi t ed  t o  a s i n g l e  measure because of 

t h e  s p e c i a l  s i t u a t i o n  c rea t ed  on t h e  Senate s i d e  by t h e  pendency of t h e  

Kefauver b i l l  (S.1552). Accordingly, t h e  d r a f t  b i l l  furn ished  t o  Senator  

H i l l  does n o t  cover drugs except  f o r  t h e  s e c t i o n  on b i o l o g i c a l  drugs ( s e c t i o n  

404) and except f o r  t h e  inc lus ion  of T i t l e  I11 t o  c l a r i f y  and s t r eng then  t h e  

f a c t o r y  in spec t ion  s e c t i o n  of t h e  Federal  Food, Drug, and Cosmetic Act, which 

c u t s  across  t h e  board. (This b i l l ,  s i n c e  i t  inc ludes  t h e  feed  a d d i t i v e  

amendment, a l s o  inc ludes  t h e  modif ica t ion  of t h e  grandfa ther  c lause  of t h e  

Food Addit ives Amendment of 1958.)' This  i s  a  r e l a t e d  mat te r .  

M: I t ' s  very c l e a r  t h a t  Kennedy's l e t t e r  dated Apr i l  10 urging t h a t  t h e  

b i l l  be passed came convenient ly just a f t e r  t h e  subcommittee had lopped o f f  

t h e  pa ten t  provis ions .  

E: But n o t  -a l l  of them. The McClellan Committee d i d n ' t  recommend a g a i n s t  

-a l l ,  I th ink .  

M: No--not & of then. That ' s  t rue .  

/' 

E: On t h e  the rapeu t i c  va lue  it d i d n ' t  completely (M: Tha t ' s  t rue.)-- t ry t o  

s t r i k e  it down. The committee--the full committee d id .  

M: But t h e  po in t  I ' m  g e t t i n g  t o  i s  t h e  s t r a t e g y  was 'We're going t o  use 



S.1552 as the vehicle i n  the Senate, but f i r s t  we've got t o  get t h i s  

patent business out of there.' 

E: Well, now, I don't think we actually opposed the patent amendments, 

although the Secretary's report  on the b i l l ,  and our enclosed s t a f f  memo, 

pointed out bugs i n  the provision on therapeutic value. You know what I 

mean? We jus t  sa id  we couldn't take a posit ion on them. Now i t  may be 

tha t  President Kennedy wanted them out, although h i s  l e t t e r  of April 10 

actual ly  suggested amendments t o  the provisions on therapeutic value. 

M: Okay. But you don't have any personal knowledge of that?  

E: No, I do not,  not about t ha t  alleged strategy. 

M: Okay. 

E: But--nothing--it was nothing tha t  -we said or  anyone i n  the Adlninistration 

said  except maybe for  the Commissioner of Patents who pointed out defects.  

I n  nothing did we say we were opposed. 

M: Right. But the point i s  tha t  the McClellan Committee lopped off  these 

two patent amendments and then as  soon as t ha t ' s  done, the l e t t e r  arr ives  

and the l e t t e r  says something t o  the e f f ec t ,  'We see tha t  the patent amend- 

ments have been removed, but l e t ' s  move on with the other provisions. '  But 

as f a r  as you know, you don't rea l ly  know what the Kennedy Administration's 

a t t i t ude  was towards the compulsory licensing--in other words, what the i r  

thinking was on t h i s ?  

E: I don't know what the President's a t t i t ude  was. O r  the White House 

a t t i t ude ,  i f  you want t o  c a l l  i t  tha t .  I think tha t  no one could t e l l  what 

consequences might ensue from such a provision. I do know, though, tha t ,  as-
I have pointed out t o  you, we went ra ther  f a r  i n  tha t  subs t i tu te  paragraph 



of our  r epor t  t h a t  Dean Coston had written on t h e  patents--went r a t h e r  

f a r  i n  being a s  sympathet ic  a s  w e  could be  without  r e a l l y  a f f i rma t ive ly  

endorsing it. 

M: Right. You c e r t a i n l y  l e f t  t h e  door open. 

E: Very f a r .  

M :  Right. 

E: Yes. (M: Right.) Now t h i s  was not  my doing. -I would have l e f t  t h e  

door open a l l  r i g h t  i n  what I h a d  wr i t t en .  What I would have s a i d  is, 'We're 

j u s t  not  competent t o  decide t h e  e f f e c t s ,  good o r  bad, on r e sea rch . '  I s a i d  

"good o r  bad" and I th ink  t h a t ' s  s t i l l  i n  t h e  Sec re t a ry ' s  r e p o r t ,  t h a t  phrase 

"good o r  bad." 

M: Right. Well, I now remember t h a t  Wilbur Cohen made t h e  po in t  when I 

interviewed him t h a t  he f e l t  t h a t  Kefauver j u s t  d id  not  have t h e  p o l i t i c a l  

vo te s  t o  ca r ry  t h i s  c o n t r o v e r s i a l  po in t  and s o  f o r  t h i s  reason,  they d i d n ' t  

pursue it. 

E: Oh, d idn ' t  pursue it--

M: Didn't  pursue it. 

E: Was he  i n d i c a t i n g ,  whether he  favored i t  i n  p r i n c i p l e  o r  not? 

M: Well, I t h ink  he  s a i d  he f e l t  he favored i t  i n  p r i n c i p l e .  H e  was 

sympathetic t o  it bu t  he j u s t  d i d n ' t  t h i n k  t h e  vo te s  were the re .  

E: Yes. Well, I personal ly  couldn ' t  t e l l  whether i t  was a  good th ing  o r  

no t .  Because I j u s t  d idn ' t  know what it--it might have t e r r i b l e  consequences 

f o r  research--it  might not .  You know. I j u s t  d i d n ' t  w. 



M: Yes, yes. 

E: And i t  would be taking a h e l l  of a chance, a big chance, i f  tha t  

became law without one having a be t t e r  idea of the consequences. Now 

there were examples given from other countries as to  what kinds of 

l eg is la t ion  they had. 

1:  Right. Right. 

E: You know a l l  about that .  

M: Well. Could we move on t o  the famous "secret" meeting, and--
% 

E: You say 'meeting' i n  the singular. Right? 

M: Well. 

E: Now which meeting a re  you referr ing to--which phase? 

M: A very good point. 

E: Are you referr ing t o  the phase preceding the report--the f i r s t  report 

of the c o m i t t e e  t o  the Senate--you know, the f i r s t  version of the b i l l ?  

M: Well, f i r s t  I 'd  l i k e  fo r  you t o  t a lk  about the events leading up t o  

the "secret" meeting which took place i n  June of 1962. 

E: Well, of course, you had had the President 's  l e t t e r  t o  E a s t l a d .  

M: Right. 

E: Right. 

M: I n A p r i l .  

E: Yes. I don't--I--Eastland was approached, I suspect a t  l e a s t  by Wilbur 



Cohen--but--I suspec t  even by t h e  W h i t e  House. You know. We--%wanted 

l e g i s l a t i o n .  W e  wanted to--there was an impasse, I th ink .  Now, I might 

say t h a t  t h e  drug indus t ry  i t s e l f - - the  so-called e t h i c a l  o r  p r e s c r i p t i o n  

drug industry--wanted leg is la t ion--as  Iunderstood--not necessa r i ly  because 

i n  p r i n c i p l e  they favored having t i g h t e r  con t ro l s ,  bu t  because a l l  of the  

adverse p u b l i c i t y  they had rece ived  during those  ex tens ive  hear ings  on t h e  

p r i c ing  pract ices--administered p r i c e s  i n  t h e i r  industry--had given them a 

b lack  eye. They wanted t o  ge t  t h e  damn thing--they wanted t o  g e t  i t  out  of 

t h e  way, they were w i l l i n g  t o  have l e g i s l a t i o n  and support  i t - -within l i m i t s .  

(M: Right.)  They were w i l l i n g  t o  go f a i r l y  f a r  from t h e i r  s tandpoin t  but  not  

beyond c e r t a i n  l i m i t s ,  and they were going t o  t r y  t o  conta in  i t  a s  much a s  

poss ib le .  Now, t h e  Administrat ion,  of course,  we,  as a departmenb, i n  t h e  

pub l i c  i n t e r e s t ,  and t h e  President--we wanted l e g i s l a t i o n .  Even though, a s  i t  

turned ou t ,  it was not  s t a r t e d  formally as  an Administration b i l l .  We wanted 

l e g i s l a t i o n  t o  accomplish t h e  th ings  t h a t  had been i n  t h e  Consumer P ro tec t ion  

Message and t h a t  were i n  t h e  b i l l s  t h a t  we had d r a f t e d ,  and important p a r t s  

of which were r e f l e c t e d  i n  t h e  Kefauver b i l l - -p lus  c e r t a i n  a d d i t i ~ n a l  ones 

t h a t  we wanted t o  s e e  i n  there .  Cer ta in  th ings  i n  t h e  Kefauver b i l l  we 

d i d n ' t  want--didn't want t o  have the re .  Now, someone a t  a high l e v e l  got  i n  

touch wi th  Senator  Eas t land ,  t h e  Chairman of t h e  J u d i c i a r y  Committee. Tha t ' s  

sure .  Now, whether it was Wilbur Cohen o r  t h e  White House o r  both,  I don' t  

know. And Senator  East land,  I th ink  a l s o  favored l e g i s l a t i o n ,  a s  d id  Senators  

Hruska and Dirksen. They were a l l  minded t o  g e t  out  a -b i l l .  And I t h i n k  

t h a t  J e r r y  Sonosky probably a l ready had been up t h e r e  pe r sona l ly  ca lk ing  wi th  

these  men. Maybe Wilbur Cohen too. But I was not  pr ivy  t o  those  prel iminary 

con tac t s  i f  t h e r e  had been such. But anyway, East land arranged t o  have a 

meeting, o r  meetings, I do n o t  remember a t  t h i s  l a t e  d a t e  whether t h e r e  were 

more than one. I t h i n k  t h e r e  were more. But let  m e  t e l l  you t h a t  I do n o t  



t h ink  t h e r e  w e r e  s e c r e t  meetings t h a t  I at tended.  J e r r y  took me along 

when we came a c t u a l l y  t o  addressing ourse lves  t o  what--to bargaining and 

nego t i e t ing  about what was t o  be  i n  t h e  bi l l - -not  about pa t en t s ,  we d i d n ' t  

ge t  i n t o  t h a t  i n  those  meetings. As f o r  t h e i r  being s e c r e t ,  I don ' t  know 

what is meant by t h a t .  .Your meeting wi th  m e  now i s  s e c r e t  i n  t h e  sense t h a t  

i t ' s  a p r i v a t e  meeting and w e  d o n ' t  have i t  public .  

M: Wilbur Cohen made exac t ly  t h e  same poin t .  

M: M r .  Cohen made exac t ly  t h e  same poin t .  He s a i d ,  ' W e  haven' t  i n v i t e d  

John B l a i r  t o  come t o  t h e  meeting.' 

E: Now could not - - i t  was n o t  our meeting. It was c a l l e d  o r  d i r e c t e d  by 

Eas t land ,  though I th ink  East land was n o t  present .  (M: He wasn't.)--Pardon? 

M: As  I understand i t ,  he wasn't .  

E: Was no t .  It was arranged by &ii n  h i s  capaci ty  as Chairman of t h e  

Committee i n  order  t o  t r y  t o  g e t  t h e  i n t e r e s t e d  p a r t i e s  t oge the r  as much a s  

poss ib le .  And t h a t  meant our Department on behal f  of t h e  Administration; i t  

meant t h e  spokesmen f o r  t h e  Pharmaceutical Manufacturers Associat ion on behalf 

of t h e  e t h i c a l  drug indus t ry .  Majority and minori ty s t a f f  members were a l s o  

present .  And I th ink  we suggested--and I know I personal ly  suggested t o  Tom 

Col l in s ,  who was East land 's  man--that they have Kefauver represented--I thought i t 3  
P 


would be  a  good th ing .  But no--no--Senator East land d i d n ' t  t h ink  that--he 

thought t h a t  was not  d e s i r a b l e ,  and I t h i n k  i t  turned out  l a t e r  t h a t ,  a s  I 

see  it ,  t h a t  was a  mistake. 

M: Did he say why it was d e s i r a b l e  not  t o  have Kefauver the re?  



E: I th ink  when Kefauver a t tacked them on t h e  f l o o r ,  Senator Eastland 

took r e s p o n s i b i l i t y  f o r  it. 

M: Eastland--Eastland took r e s p o n s i b i l i t y  f o r  it. 

E :  Yes. It must be i n  t h e  Congressional Record f o r  t h a t  day. 

M: Yes. 

E: I cannot remember whether Senator Eastland explained h i s  reasons. 

M: Yes. I th ink  I can understand what t h e  reason was. 

E: Well he-- 

M: --Felt t h a t  Kefauver j u s t  would not  compromise. 

E: Would not--wouldn't compromise and he  would j u s t  obs t ruc t  things-- 

they wouldn't & anywhere. (M: Yes.) I ' m  j u s t  guessing.  But I th ink  

t h a t  was probably what he  s i n c e r e l y  thought. Now I th ink  i t  was a mistake 

i n  t a c t i c s .  But anyway, we m e t  across t h e  table--and I th ink  t h e  o r i g i n a l  

meeting was i n  t h e  room off t h e  Committee's hearing room, where they hold 

t h e i r  executive sess ions .  I could be mistaken i n  my reco l l ec t ion , ,  bu t  I 

th ink  so. Now t h e r e  were present  J e r r y  Sonosky and I from our Department. 

Present  from t h e  s t a f f  s i d e ,  I th ink ,  were probably, I say "probably," because 

I ' m  no t  e n t i r e l y  c e r t a i n  anymore--I d idn ' t  make notes--Tom Col l ins  who was 

Eas t land ' s  s t a f f  man on t h e  Committee; I th ink  M r .  Chumbris who was M r .  

Dirksen 's  s t a f f  man o r  counsel;  and I th ink  Ronald R a i t t  who was Senator 

Hruska's a s s i s t an t - - I  f o r g e t  whether he was on t h e  Committee s t a f f ,  but he 

w a s  an a s s i s t a n t  t o  him. And f o r  t h e  Pharmaceutical Manufacturers Associat ion,  

t h e r e  was Lloyd Cutler ,  a very a b l e  lawyer, and I th ink  Marshall  Hornblower 

was with him a l ready at t h a t  time--he was a t  l a t e r  meetings, I know. And I 



might say  (chuckle) he  has  a nickname--'Whistlev--just c a l l  him 'Whistle. '  

The name's Hornblower. (laughs) 

M: And they  c a l l  him 'Whistle.' Heh-heh. 

E: 'Whistlev--also a very a b l e  and b r i g h t  lawyer. And t h e  only th ing  t h a t  

I remember of t h a t  meeting o r  those  meetings--at one p o i n t ,  I th ink ,  I was 

nego t i a t ing ,  with Lloyd Cut le r  while  J e r r y  was pursuing a poin t  wfth somebody 

else across  t h e  t a b l e .  One b i g  i s s u e  t h a t  I know I argued on wi th  Lloyd 

was on good manufacturing p r a c t i c e .  Another, I b e l i e v e ,  was on t h e i r  proposal  

t o  r equ i re  only s u b s t a n t i a l  evidence of new-drug e f f i cacy .  Inc iden ta l ly ,  

a l l  o r  v i r t u a l l y  a l l ,  t h e  d iscuss ion ,  a s  I recal l --best  reca l l - - I  hay be  

mistaken--all t h e  r e a l  d i scuss ion  was between J e r r y  and m e  on t h e  one hand 

and--at l e a s t  a s  f a r  a s  I was concerned--those lawyers--or t h a t  lawyer--from 

t h e  indus t ry  on t h e  o the r  hand--and n o t  wi th  Senate staff. I got  t h e  

impression, both then  and a t  l a t e r  meetings, a t  t h i s  f i r s t  phase and t h e  

second phase, t h a t  i f  t h e  indus t ry  lawyers and we  could agree on something 

o r  compromise on something, %would be  c a r r i e d  back by s t a f f  t o  t h e i r  

p r i n c i p a l s  but  t h e  s t a f f  j u s t  assumed t h a t  t h a t  would be  a l l  r i g h t  and 

acceptable t o  t h e  Committee--to t h e  major i ty  at l e a s t .  I mean t h e  a c t u a l  

major i ty ,  n o t  necessa r i ly  t h e  major i ty  p a r t y  on t h e  Committee. 

M: I n  o t h e r  words, it was p r e t t y  much l e f t  t o  you and Sonosky. 

E: Y e s ,  except  t h a t  I would n o t  f i n a l l y  agree t o  anything without c l e a r i n g  

wi th  Sonosky, an Ass i s t an t  t o  Wilbur Cohen. J e r r y  and I worked c lose ly  

together ,  and a s  between him and m e  he  was t h e  po l i cy  man. Now, what I s a i d  

about Committee s t a f f  is not  any r e f l e c t i o n  on them a t  a l l .  Because I th ink  

i t  could be assumed t h a t  whatever t h e  Department and t h e  Administration f e l t  

was s u f f i c i e n t  p r o t e c t i o n  f o r  t h e  consumer, i f  i t  was a l s o  acceptable t o  t h e  



regula ted  indus t ry ,  t h e i r  p r i n c i p a l s  would go along. with.  It i s n ' t  s o  

unusual f o r  a  cormnittee o r  committee s t a f f ,  t o  t r y  t o  have t h e  i n t e r e s t e d  

p a r t i e s  come t o  a  r e s o l u t i o n  of t h e i r  d i f f e rences ,  sub jec t  t o  t h e  review of 

t h e  Comnittee. So t h a t  is no r e f l e c t i o n  on them. But I th ink  t h a t  was 
n zp r e t t y  much t h e  f a c t .  I ' l l  come t o  t h e  l a t e r  meeting l a t e r .  One i s s u e  was " 
5 
0 

on t h e  ques t ion  of t h e  requirement of good manufacturing practice--how t h a t  3 
i 


should read. You s e e ,  they, t h e  indus t ry  people, agreed t h a t  t h e r e  should be  $ 
m 
b 

some provis ion  on t h a t  i n  t h e  b i l l .  And we wanted i t  i n  the re ,  i n  a  s a t i s f a c t o r y ?  
%= vers ion .  Was t h a t  i n  t h e  P r e s i d e n t ' s  l e t t e r  of Apr i l  l o ?  

M: I can ' t  r e c a l l .  

E: I th ink  t h a t  by then  we had furnished language t o  t h e  staff--you know, 

t o  Senator  Eastland--to ca r ry  out  the--. The Pres ident  says ,  I th ink ,  in 

h i s  l e t t e r ,  does he no t ,  t h a t  t h e  Department w i l l  f u r n i s h  language t o  ca r ry  

out  h i s  suggest ions? O r  am I th inking  of h i s  l a t e r  l e t t e r ?  

M: I ' m  n o t  sure .  H e  says  a t  t h e  bottom, 'I have asked t h e  Department of 

HEW (E: yes)  t o  t ransmi t  t o  you promptly any a d d i t i o n a l  recommendations t o  

s t r eng then ,  c l a r i f y  o r  improve t h e  b i l l . '  

E: Well. 

M: What--was t h e  purpose of t h e  P res iden t ' s  l e t t e r ,  t o  b r ing  S.1552 more 

i n t o  l i n e  wi th  t h e  Har r i s  b i l l ?  

E: Y e s .  I n t o  l i n e  wi th  what we wanted. (M: Yes.) And what had 

recommended i n  h i s  Consumer Message, too. And-----I don ' t  know t h a t  I 

ever  saw t h a t  A p r i l  10 th  letter be fo re  it was sen t .  This  i s  not: t r u e  of 

t h e  - l e t t e r .  The l a t e r  letter, dated August 3, 1962, p a r t i c u l a r l y  a l l  

t h e  enc losures  of l e g i s l a t i v e  language, I d r a f t e d ,  except  f o r  one p iece  t h a t  



I'll mention. So anyway, we argued wi th  t h e  indus t ry  lawyers back and 

f o r t h  over t h e  good manufacturing p r a c t i c e  proposal .  W e  wanted it t h e  

way we had d r a f t e d  i t  f o r  t h e  Harris bi l l - -al though t h e  H a r r i s  b i l l  hadn ' t  

been introduced yet--or was i t  then? Well, wa i t  a  minute (M: yes, it had 

been--). Yes, i t  had been. Oh. A l l  r i g h t .  And we wanted t h e  a u t h o r i t y  

t o  i s s u e  binding r egu la t ions  a s  t o  what was good manufacturing p r a c t i c e .  

And t h a t  was i n  our  vers ion .  Th i s  was a  very important poin t .  And t o  t h a t  

they were s t rong ly  opposed--the indus t ry  was s t rong ly  opposed. So what they,  

then,  came up 'with was a suggested compromise--was t o  say, among o t h e r  th ings ,  

t h a t  we would have au thor i ty  t o  i s s u e  i n t e r p r e t a t i v e  r egu la t ions  which were
d 


t o  c o n s t i t u t e  merely prima f a c i e  evidence of what cons t i t u t ed  c u r t e n t  good 

manufacturing p rac t i ce .  Well, I d i d n ' t  f e e l  au thor ized  t o  agree t o  t h a t ,  

bu t  t h i s  was where we l e f t  it--we could g e t  no f u r t h e r  concession--and I f e l t  

i t  was b e t t e r  than nothing--better than no express  a u t h o r i t y  f o r  r egu la t ion  

a t  a l l .  It was a l i t t l e  s t ronge r ,  I f e l t ,  than j u s t  t o  leave  it without  any 

r e fe rence  t o  regula t ions .  M r .  Goodrich, it turned out ,  thought i t  would be 

p re fe rab le  t o  have no r e fe rence  t o  regula t ions ,  r e l y i n g  ins t ead  on our  e x i s t i n g  

au thor i ty  t o  i s s u e  r egu la t ions  ' f o r  t h e  e f f i c i e n t  enforcement' of t h e  Act. 

I n  r e t r o s p e c t ,  I t h i n k  he was r i g h t .  But anyway, t ha t - - tha t ' s  a s  f a r  a s  we 

came i n  t h e  d i r e c t i o n  of an agreement. We d i d n ' t  r e a l l y  reach an agreement. 

The o t h e r  p a r t  of t h a t  paragraph t h a t  was i n  i ssue- - rea l ly  i n  issue--was 

whether, as w e  proposed, we should be ab le  t o  look a t  personnel  of t h e  manu- 

f a c t u r e r  i n  determining whether t h e r e  was good manufacturing p r a c t i c e .  

M: Yes. The q u a l i f i c a t i o n s  of t h e  personnel.  

E: They, t h e  indus t ry  people, were s t rong ly  opposed t o  t h a t  and p reva i l ed  

wi th  t h e  Committee at t h a t  s t a g e ,  although i n  t h e  second phase a compromise 

on t h a t  was worked out  which we eventua l ly  accepted together  wi th  a change 



i n  t h e  in spec t ion  provis ion  t o  cover q u a l i f i c a t i o n s  of t e c h n i c a l  and 

p ro fes s iona l  p e r s o m e l .  The o t h e r  th ing  t h a t  I argued wi th  him sltrongly 

was on new-drug e f f i cacy .  They were w i l l i n g  t o  pu t  i n  t h e  element of 

e f f i c a c y ,  bu t  providing t h a t  a l l  t h a t  should be  requi red  was " s u b s t a n t i a l  

evidence" of e f f i cacy ,  inc luding  s u b s t a n t i a l  c l i n i c a l  evidence. And a t  $-" 
t h a t  point--1 don' t  t h i n k  t h a t  t h e r e  was any d e f i n i t i o n  of s u b s t a n t i a l  07 

-I 

evidence suggested. If it was, I don' t  remember it. It might have been. $ 
D 

But I couldn ' t  accept  t h a t ,  although I f e l t  i t  was b e t t e r  than nothing. E 
a 

a 
u 

e
On t h e  o t h e r  hand, I might q u i t e  candidly say ,  although I did  not  t e l l - B 
03
-

t h a t ,  I had some re se rva t ions  about our  own p o s i t i o n  t h a t  i f  you had c o n f l i c t i n g  % 
z 

exper t  views and evidence on th i s - - conf l i c t ing  evidence--that i t  couldn ' t  go 2 
? 
J' 

on t h e  market--it couldn ' t  go t o  doctors  even a f t e r  adequate i n v e s t i g a t i o n ,  

you know, a f t e r  trial. I a l s o  was thinking somewhat uneas i ly  about t h e  

Pas t eu r  episode i n  h i s t o r y ,  you know, when doctors  laughed a t  him. And t o  

make t h i s  an absolu te  requirement,  i n  t h a t  s t rong  fash ion ,  bothered me and 

bothered M r .  Willcox, too,  I th ink .  So I d idn ' t  f e e l  e n t i r e l y  unhappy about 

t h e  idea  of some l i m i t a t i o n  on t h e  e f f i c a c y  requirement. On t h e  o t h e r  hand, 

a requirement of s u b s t a n t i a l  evidence, j u s t  by i t s e l f ,  seemed a b i t  weak. 

And--uh--what a r e  you looking up? 

M: I thought I was--would look up--uh--my comments on t h e  "secret"  meeting. 

E :  Oh. 

M: Uh--but go ahead. 

E: I ' d  l i k e  t o  show you--well, s h a l l  we  go ahead o r  s h a l l  I--? 

M: Go ahead. Go ahead. I ' m  a n t i c i p a t i n g  a question--

E: Yeh. %--we d i d n ' t  r e a l l y  come t o  an agreement, bu t  we l e f t  i t  there--



1've fo rgo t t en  whether those were t h e  two most i n p o r t a n t  t h ings .  I th ink  

t h a t  we discussed inspec t ion ,  t oo ,  a t  t h a t  s t a g e ,  bu t  i t ' s  j u s t  not  very 

c l e a r  t o  me a t  t h i s  poin t .  We repor ted  back t o  t h e  Department, I th ink ,  a s  

t o  what was going t o  happen because we assumed t h a t  t h i s  was what the  

Committee probably would come up wi th  and a l s o  t h a t  was probably t h e  b e s t  

t h a t  w e  could &f rom t h e  Committee. 

M: Were you genera l ly  pleased with--with t h e  r e s u l t s ?  

E: Not--no. But--on--on t h e  o t h e r  hand, uh, I w i l l  not--when you say 

'you', do you mean m e ,  personal ly? I felt--uh--that it w a s  b e t t e r  than 

nothing--bet ter  than--uh--what w e  had--uh--well! (small chuckle) Anyway, 

b e t t e r  than nothing. However--and I don't  remember c l e a r l y  j u s t  how soon-- 

f i r s t  of a l l ,  on t h e  provis ion  i n  t h e  good manufacturing p r a c t i c e  paragraph 

saying  t h a t  we could i s s u e  i n t e r p r e t a t i v e  r egu la t ions ,  M r .  Goodrich f e l t  

s t rong ly  t h a t  we would be  b e t t e r  off  if t h e  b i l l  were completely s i l e n t - -  

i f  t h e  amendment were conple te ly  s i l e n t  on r egu la t ions  s o  t h a t  we  would 

simply r e l y  on our  genera l  au tho r i ty  t o  i s s u e  regula t ions .  We would, 

he  thought,  be b e t t e r  off  t h a t  way than having a  provis ion  which l i m i t e d  -
us s p e c i f i c a l l y  t o  i n t e r p r e t a t i v e  r egu la t ions  wi th  only prima f a c i e  e f f e c t ,  

s i n c e  a  cour t  might o r  might not  agree wi th  our  i n t e r p r e t a t i o n  anal g ive  

t h e  r egu la t ion  less weight than it otherwise would. And he f e l t  s t rong ly  

about t h a t ,  and I t h i n k  he c a r r i e d  t h e  day on that--uh--I d idn ' t  p a r t i c u l a r l y-
argue i t  one way o r  another.  I d idn ' t  c a r e ;  i t  d i d  seem t o  me b e t t e r  than 

nothing,  but  he f e l t  otherwise and I now th ink  he w a s  r i g h t  on t h a t .  

M: When d i d  he--uh--voice h i s  opinions? 

E: Well i t  was--oh, he was present  a t  t h e  nee t ing  with-- 

?3W OF REEL I ,  SIDE 2 
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M: A l l  r i g h t ,  go ahead. 

E: Well, before  going i n t o  t h e  mat te r  of r epor t ing  t o  t h e  Department, I 

n o t i c e  in--in the- - th is  i n  your doc to ra l  t h e s i s  on "Estes Kefauver and t h e  

Drug Industry" ($1: r i g h t ,  r i g h t )  which you have j u s t  shown me.  On page 

306, t h i s  i s  apparent ly based on H a r r i s ' s  book, which I haven't  read ,  

though I have read h i s  "New Yorker" ar t ic les--you say  t h a t  we had been 

a b l e  t o  r ep lace  Kefauver 's s t r i n g e n t  l i c e n s i n g  provis ions  wi th  a combination 

r e g i s t r a t i o n  and increased inspec t ion  progran which would have accomplished 

t h e  same goal--that of assur ing  t h e  doctor  t h a t  a l l  drug manufacturers were 

competent. The change, it says  here ,  ' included (1) a provis ion  which 

requi red  a l l  drug manufacturers t o  r e g i s t e r  wi th  t h e  PDA and every r e g i s t e r e d  

establ ishment  t o  be  inspected every two years ;  (2) t h e  in spec t ion  a u t h o r i t y  

of t h e  FDA would be increased bu t  would not  inc lude  f i n a n c i a l ,  s a l e s ,  p r i c i n g ,  

o r  personnel  da t a ;  (3 )  t h e  FDA could deem adu l t e ra t ed  any drug which was 

made o r  s t o r e d  under condi t ions  t h a t  d id  n o t  conform t o  good manuflacturing 

p rac t i ce .  HEW would have t h e  power t o  d e f i n e  through r egu la t ions  what t hose  

p r a c t i c e s  were.' Well, we took t h e  pos i t i on  t h a t  t h e  o b j e c t i v e  of  t h e  

Kefauver provis ion  on licensing--which, i n c i d e n t a l l y ,  was l i m i t e d  t o  p resc r ip -  

t i o n  drugs--could be accomplished b e t t e r ,  i n  t h e  f i r s t  p lace ,  through good 

manufacturing p r a c t i c e  requirements whereby a drug t h a t  d id  not  cotnply wi th  

those  requirements would be deemed adulterated--and we would not  l i m i t  t h a t  

t o  p r e s c r i p t i o n  drugs--and secondly, through broadly widened inspec t ion  

au thor i ty .  And t h a t  is a l l .  W e  never proposed a provis ion  which requi red  

a l l  drug manufacturers t o  r e g i s t e r  wi th  t h e  FDA. That was an indus t ry  pro- 

posa l  t o  which t h e  Food and Drug Administrat ion was somewhat #. W e  d i d  

n o t  ob jec t  t o  i t ,  bu t  we d i d  not  cone forward with recommending i t .  It d id  

not  o r i g i n a t e  wi th  us and w e  d i d  n o t  a f f i rma t ive ly  recommend i t .  And what is 



M: Nonetheless,  t h a t  i s  what--

E: It was an industry--. What? 

M: But nonethe less ,  t h a t  what came out  of t h e  "secret"  meeting. 

E: It d i d  not come out  of t h e  "secret"  meeting. I t h i n k  t h a t  t h a t  was 

proposed by industry--why should it come out  of a s e c r e t  meeting? 

M: Well--I mean--it came o u t  of t h i s  meeting. It--it was agreed t h a t  t h a t  

would b e  acceptable  t o  bo th  s i d e s .  

E: Well, I don' t  remember whether it was--it c e r t a i n l y  was n o t  urtacceptable 

t o  us,  but  i t  would n o t ,  i n  our  minds, i n  any way have c o n s t i t u t e d  any 

s u b s t i t u t e  f o r  a l i c e n s i n g  provision.  We al ready had b a s i c  in spea t ion  

a u t h o r i t y  and merely wanted i t  broadened a s  t o  subject-matter .  Ttie only 

th ing  t h a t  t h e  r e g i s t r a t i o n  provis ion  did was t o  r e q u i r e  every l i t t l e  

bathtub manufacturer,  a s  it were, t h e  drug manufacturer out  of a b~athtub,  

t o  r e g i s t e r  and t o  be  inspec ted  every two years .  The Food and Drw Adminis-

t r a t i o n ,  I th ink ,  f e l t  they a l ready knew who was making drugs. The provis ion  

d i d n ' t  r e q u i r e  r e g i s t r a t i o n  of which drugs they  were making a t  t h a t  time. 

There has  been a  more r ecen t  amendment about l i s t i n g  drugs--last year--which 

does t h a t .  But t h a t ' s  a d i f f e r e n t  matter .  And--uh--it was n o t  p a r t  of a 

compromise about abandoning l i c e n s i n g  provis ions .  W e  would never-- (M: But 

wasn't--but it--) our  people--Mr. Goodrich, p a r t i c u l a r l y ,  f e l t  s t rong ly  t h a t  

l i c e n s i n g  w a s  a  bad i d e a  because i t  was too--it c a l l e d  f o r  a sanc t ion  t h a t  

was s o  d r a s t i c  i t  would never  be employed. And our  people f e l t  t h a t  a r e a l l y  

e f f e c t i v e  provis ion  would cons i s t  of two things--a good manufacturing p r a c t i c e  

requirement, bu t t r e s sed  by a u t h o r i t y  t o  p resc r ibe  by r egu la t ion  what 's  meant 



by good manufacturing pract ice ,  broad inspection authority.  $ow, about 

the exceptions t o  inspection--about f inancial  data, yes, we agreed t o  tha t .  

We were not concerned with cost data and so forth--urn--from our standpoint. 

M: That's a perfectly understandable exception. 

E: Sales data we did not--uh--object to--except tha t  I had suggested--and 

a t  the l a t e r  phase i t  was put in--a c la r i f ica t ion  tha t  would authorize 

inspection of shipment data ,  which would rea l ly  t e l l  us something. As  f o r  

pricing data--again, we were not concerned i n  our department a t  tha t  time 

with tha t .  Now as  for  personnel data--to except that  from inspection 

authority. I don't think we -ever agreed t o  tha t .  And f ina l ly ,  i n  the second 

phase we managed t o  get i t  back in. 

M: Right. 

E: It was cer ta in  key personnel--the technical and professional personnel. 

M: Well t h i s  brings up the whole problem of my trying t o  evaluate the 

amendments t ha t  came out of t h i s  meeting. On the %hand it seenbs t o  me 

tha t  HEW--the Department--the Kennedy Administration--whatever--agcepted 

these amendments and tha t  these amendments are--as Sonosky said--'Amendments 

tha t  we can l i v e  with.' 

E: Well, we cer ta inly could l i v e  with the reg is t ra t ion  provision, but i t  

did not give us anything tha t  we f e l t  a t  tha t  time we needed. 

M: That you needed-- 

E: So--surely it was acceptable. We - to  inspect everybody-+at l e a s t  

every two years. Actually, we haven't been doing it--maybe nowwe do--I don't--

I don't mean "we"--I'm no longer with the Department--(M: Yeh. Yeh. I know 



what you mean.) It's a ques t ion  of manpower. (M: Right.)  The indus t ry  

wanted it because t h e  manufacturers whom t h e  Pharmaceutical Manufacturers 

Associat ion represented,  by and l a rge ,  t h e  l a rRemanufac tu re r s ,  they s a i d ,  

'Well, a r e  be ing  inspec ted  a11 t h e  time! L e t ' s--make ( s l aps  paper) those 

small ones be inspected too--those bathtub manufacturers!' (M: Rfght.)  And 
s 

0 

they, t h e  PMA, were t h e  ones t o  come forward wi th  it. And so,  I don ' t  know whose2 

i 

0i d e a  t h i s  was--who s o l d  t h i s  t o  M r .  H a r r i s  f o r  h i s  book--maybe D r .  Blair had 

t h a t  idea.  R e  may have go t t en  it from t h e  first committee r e p o r t  of t h e  

Senate Jud ic i a ry  Committee on t h e  b i l l ,  which s t a t e s :  ' I n  l i e u  of t h e  

proposed l i c e n s i n g  system, t h e  committee s u b s t i t u t e d  a new r e g i s t r a t i o n  

provis ion ,  s t rengthened f a c t o r y  inspec t ion  a u t h o r i t y  and q u a l i t y  manufacturing 

con t ro l s . '  That ' s  on page 12. 

Now about t h e  time provis ions  f o r  c l ea r ing  a new drug. I don ' t  remember 

whether t h a t  was p a r t  of t h e  d iscuss ion  o r  n o t ,  bu t  I t h i n k  we were prepared 

t o  compromise on i t  s o  long a s  = t h i n g s  were assured,  namely t h a t  a new 

drug app l i ca t ion  would n o t  ever  be au tomat ica l ly  approved, no mat te r  

time had passed, and secondly, t h a t  timq d i r e c t i v e s  would be impo$ed on us,  

i f  a t  a l l ,  only f o r  t h e  per iod  before  t h e  hear ing  and not  a t  t h e  hearing s t age .  

This ,  e s s e n t i a l l y ,  is how it read i n  t h e  o r i g i n a l  vers ion  of HR 11581. And 

you w i l l  n o t i c e  t h a t  t h e  f i n a l  law doesn't  provide f o r  automatic approval of 

an NDA and while  it l i m i t s  t h e  time wi th in  which w e  must go t o  hearing i f  
m. 

0= 

one i s  requested,  i t  does n o t  have a time l i m i t  a s  t o  t h e  length  of the  hearings.  0: 
I 

?M: Yes. I t h i n k  t h e r e  i s  a very complicated clause-- there 's  a t h e  l i m i t - -

E: Well, i t  has  a time l i m i t  as t o  how soon after conclusion of t h e  hearing 

t h e  Secre tary  must make a dec is ion ,  but  t h a t  i s  wi th in  h i s  c o n t r o l  because 

i t  runs from t h e  d a t e  f ixed  by him f o r  f i l i n g  f i n a l  b r i e f s .  

M: Right.  



E: We'll come t o  t h a t  la te r - -  

M: 120 days--is i n  t h i s  omnibus-- 

E: We'll come t o  t h a t  l a t e r .  But not  as t o  how long i t  t akes  t o  have 

t h e  hearing.  

M: But i s  i t  not  t r u e  t h a t  a f t e r  t h i s  meeting t h a t  t h e r e  was not  p rov i s ion  

f o r  t h i s ?  

E: For what? 

M: Por preventing automatic  acceptance of a new drug? 

E: Well 5 d i d n ' t  agree  t o  t h a t .  

M: Well, t h e  po in t  i s  t h a t  (s igh)  t h a t  Kefauver was c e r t a i n l y  given t h a t  

impression. 

E: Well, I don't ca re  w& impression &was given. I can t e l l  you (smal l  

laugh) t h a t  we d idn ' t  agree  t o  t h a t !  

M: Well, then,  why-- 

E: Did Sonosky t e l l  you t h a t  w e  agreed t o  t h a t ?  

M: H e  s a i d  t h a t  it was--he s a i d  it 'was something w e  could l i v e  with.  ' This  

i s  t h e  p a r t  I don' t  understand. even go i n t o  t h i s  meeting. 

E: I suppose we can l i v e  wi th  almost anything. We l i v e d  wi th  t h e  preceding 

law.  Moreover, t h e  f i r s t  Corn i t t ee  ve r s ion  of t h e  new drug c learance  

procedure would i t s e l f  have been a v a s t  improvement over e x i s t i n g  llaw. It 

would have excluded t h e  hear ing  t i m e  from t h e  time l i m i t ,  though i t  s e t  a 

t ime f o r  commencing a hearing a f t e r  no t i ce .  The FDA would have had t o  be 



negligent in letting an NDA become 'effective' by default by mere expiration 

of time. In fact, even under the old law, an alert FDA would not have done so. 


M: So then you're saying that HEW did not support what you and Smnosky 

worked out. 

E: -We didn't work out what you're saying. (turns papers) I mean, at least 

I don't have any such recollection. It's unfortunate that I didn't keep a 

diary, you know! But let me, are you saying, where is it? (ruffles through 

papers) The bill, as you thought, would have what, now? 

M: Okay. What I'm referring to is that evidently this meeting--Uhe so-called 


"secret" meeting took place on a Friday. 


E: Well, I thought there was more than one meeting, but I could be mistaken. 


Maybe there was-- 


M: Well there were meetings leading up to it. 


E: Mm-mm--

M: As I understand. 


E: Well, I don't remember-- 


M: Evidently on the following Monday, when the full Judiciary Contmittee 


meets, and I understand that you were there and Sonosky (E: yes) was there-- 


the drug company representatives--I guess Dirksen actually pre~en~ed these 


twelve amendments-- 


E: I don't remember & presented them. Incidentally, industry nepresentatives 

were =present. This was an executive session of the Committee. 

M: I believe it was Dirksen who presented the amendments. And that these, 




evident ly ,  were t h e  agreements t h a t  had been worked out i n  t h e  preceding 

Friday (E: w e l l ,  maybe t h i s  is--).  This ,  of course, i s  when Kefauver blows 

up and he says--and he  t u r n s  t o  Sonosky and he  says,  'What's t he  pos i t ion!  

What's HEW'S pos i t ion  on t h i s ? '  And Sonosky says, ' I ' m  j u s t  here  a s  a 

technic ian . '  And s o  t h a t ' s  when Kefauver runs out and c a l l s  Cohen and Cohen 

says,--uh--well, before  t h a t  Kefauver had asked Sonosky, 'Has Cohen seen 

these? '  and he says,  'Yes.' Then Kefauver runs out  and c a l l s  Cohen and says, 

'Do you support these? Have you seen these? '  And Cohen s a i d ,  'I never heard 

of them.' And so,  i n  o the r  (E: well)  words, Kefauver's i n  a quandary a s  to--

E: What you j u s t  s a i d  about Sonosky's reaction--and Cohen's reaction--tends 

t o  support what I'm saying. That we--this w a s  no t  an agreement, although 

J e r r y  d id  t w i s t  and t u r n  a b i t .  

M: Yes. Of course everybody in--the poin t  is--

E: -I d i d n ' t  t w i s t  o r  turn .  No. 

M: The poin t  i s ,  t h e r e ' s  g r e a t  confusion as t o  w-HEW s tands  Qn these 

amendments. And East--

E: I don't th ink  we were =o f f i c i a l l y  conmitted a s  a department on anything 

at t h a t  s t a g e ,  o t h e r  than our o r i g i n a l  r epor t  on t h e  b i l l  and the  P res iden t ' s  

letter t o  Eastland. 

M: W e l l ,  Eastland seemed t o  th ink  so. And East land s a i d  on t h e  Eloor, ' I  

have ta lked  t o  high o f f i c i a l s  i n  HEW.' 

E :  Well, he  probably had. 

M: And they say t h a t  they support-- 

E: Well, he d i d n ' t  t a l k  t o  =on t h a t ,  and he evident ly  d i d n ' t  mean m e .  



Kefauver and East land apparent ly  got  d i f f e r e n t  answars o r  impresdions 

from t h e  same people. 

M: Yes! Right.  And t h i s  i s  what Kefauver says--he s a i d ,  ' I ' m  b~eing  

double-dealed. What's going on?' 

E: And does J e r r y  Sonosky now t e l l  you t h a t  he  agree t o  those?  

M: He kind of--he's t r y i n g  t o  s p l i t  t h e  d i f f e rence .  What he says  i s  t h a t  

we could l i v e  wi th  it. 

E: Well. To say t h a t  we could l i v e  with i t  doesn ' t  mean t h a t  we agreed t o  

i t .  We were anxious t o  g e t  a b i l l  ou t ,  because t h e r e  were th ings  i n  i t  t h a t  

were b e t t e r  than  e x i s t i n g  law, we thought,  no t  t o  mention t h e  l i ke l ihood  of 

doing b e t t e r  on t h e  House s i d e  a f t e r  Senate passage. 

M: So, i n  o ther  words, it was acceptable.  

E: No. That i s n ' t  ' i n  o t h e r  wordsf-- 

M: Well, they accepted i t  (sigh--smile) . 
E: --doesn't mean t h a t  you agree  t o  it. 

M: A l l  r i g h t .  You don't agree  t o  i t ,  bu t  y o u ' l l  accept  i t .  

E: What choice do you have t o  accept  something when t h e  committee r e p o r t s  

it out? You don ' t  have t o  accept  i t .  Congress can a c t  without your accept ing 

i t .  

M: Yes. But you could say  f l a t l y  i n  t h e  Committee meeting t h a t  meets 

Monday morning t h a t  t hese  a r e  drug company amendments and we do nbt  accept  

them. We w i l l  have (E: Ohhh) nothing t o  do wi th  them. 

E: Well, t h a t  would have been s t u l t i f y i n g .  Some of t h e  t h i n g s  w e  l i k e d  



wholly o r  p a r t l y .  W e  l i k e d  t h e  &&of good manufacturing p r a c t i c e  requi re-  

ments. We l i k e d  t h e  i d e a  of expanded inspec t ion .  Other provis ions  a l s o  were 

improvements over e x i s t i n g  law and might be  f u r t h e r  improved on t h e  House s ide .  

I n  fact--was i t  a t  t h a t  meeting?--we got  an in spec t ion  provis ion  adopted t h a t  8 
appl ied  n o t  only t o  d r u g s b u t  a l s o  t o  food and cosmetics and devices! -

5 

M: Right. 

c 

E: And i t  was only i n  a subsequent meeting, before  t h i s  b i l l  was repor ted  g

0 

8 
out t h e  first time, t h a t  M r .  Chumbris s i d l e d  up t o  me and s a i d ,  'Is it m?' 0 

D 
ZThis was i n  execut ive  sess ion .  'Is it - t h a t  t h e  in spec t ion  s e c t i o n  2 
0< 

covers not  only drugs,  but  food and, '  I s a i d ,  'Yes, and it should. '  And (laughs) 5 

a t  t h a t  po in t  he s i d l e d  over t o  Dirksen and whispered i n  h i s  e a r  and Dirksen 

got  that s e t  as ide .  

M: Got that knocked out .  

E: Yes, o r  r a t h e r  l i m i t e d  t o  p r e s c r i p t i o n  drugs. But i f  we could have 

go t t en  that, i t  would have been a g r e a t  thing.  But, let  me s e e  now, you 

s a i d  something i n  your t h e s i s  about t h e  new-drug provis ions .  

M: I n  my t h e s i s ,  I ' m  commenting on some of t h e  amendments t h a t  came out  of 

t h e  so-cal led "secret"  meeting. "Kefauver's b i l l  would have changed FDA 

procedure s o  t h a t  no new-drug app l i ca t ion  could become e f f e c t i v e  unless  and 

u n t i l  t h e  FDA had s p e c i f i c a l l y  approved it. The Eastland-Dirksen Amendments 

would have r e t a ined  t h e  cu r ren t  provis ion  but  would have extended t h e  i n i t i a l  

wai t ing  per iod  t o  90 days. 1 ,  Now you were going t o  comment on t h a t .  

E: Yes. The i tem t h a t  you have j u s t  read  from your t h e s i s ,  g ives  a q u i t e  

misleading impression. Under pre-exis t ing  law, an app l i ca t ion ,  so-called, f o r  

new-drug c learance  would automat ica l ly  become "ef fec t ive ,"  i n  o the r  words, 



c lea red  f o r  t h e  market, un le s s  wi th in  60 days--which could be  extended t o  

a s  much a s  180 days-unless wi th in  t h a t  period,  a f t e r  oppor tuni ty  f o r  a 

hearing--in o the r  words, a f t e r  a hearing i f  t h e r e  was a hear ing  requested-- 

t h e  Secre tary  refused t o  le t  i t  become e f f e c t i v e .  That meant t h a t  t h e  per iod  

allowed f o r  hear ing  was included wi th in  t h e  time l i m i t a t i o n  of 60 t o  180 days. 

Now. It 's t r u e  t h a t  t h e  Kefauver b i l l  would have e l iminated  t h e  t i m e  l i m i t s  

e n t i r e l y  and would have e l iminated  t h e  automatic  going-into-effect  of  a new 

drug app l i ca t ion .  But, t h e  changes t h a t  were repor ted  t o  t h e  Senate by t h e  

Committee on 'the f i r s t  go-around--after what you c a l l  t h e  "secret"  meeting--

d id  =l eave  present  law i n  e f f e c t  s o  t h a t  t h e  hear ing  period would be  

included i n  t h e  time l i m i t a t i o n .  On t h e  con t ra ry ,  t h e  time l imitat ion--90 

t o  180 days under t h e  b i l l - -appl ied  only t o  t h e  pre-hearing time. I f  t h e  

Secre tary  d i d n ' t  approve t h e  NDA wi th in  t h e  90-180 days, he must w i th in  t h a t  

time have i s sued  n o t i c e  of opportuni ty f o r  hear ing ,  and t h a t  n o t i c e  must 

schedule t h e  hear ing  t o  commence not  l a t e r  than 30 days a f t e r  t h e  d a t e  of 

s e r v i c e  of t h e  n o t i c e .  But then  t h e r e  was = t i m e  l imi ta t ion-- in  t h a t  phase 

of  t h e  procedure--at all f o r  how long t h e  hearing should l a s t  o r  when t h e  

dec is ion  should be made a f t e r  t h e  hearing.  

M: Now. Is t h i s  t h e  final vers ion?  

E: This  i s  t h e  f i r s t  go-around. 

M: No-no. Is t h i s  t h e  final b i l l ?  

E: No. 

M: This i s  t h e  f i r s t - -  

E: This  i s  not  t h e  f i n a l  law. There were charlges made l a t e r  (M: r i g h t )  both  

i n  t h e  second r e p o r t  on t h e  b i l l  by t h e  Committee and i n  Conferenae. The 



second report changed the new-drug provision so that  (1) there  could be no 

automatic approval, (2) the Secretary was directed,  within 180 d a p ,  t o  

approve the application i f  he found tha t  none of the s ta tutory grounds f o r  

denial applied, or t o  give notice of opportunity f o r  hearing, and (3) i f  a 

hearing was requested within 30 days a f t e r  such notice, the hearing must 

s t a r t  within 90 days a f t e r  the  30 days. There was no spec i f ic  time l i m i t  

s e t  fo r  the duration of the hearing or  for  the decision a f t e r  heating, though 

the hearing was t o  be conducted on an expedited basis.  The Houseversion was 

the same, except t ha t  it required the Secretary's decision a f t e r  hearing to  

be made within 90 days a f t e r  completion of the  hearing. The conference 

version and final law resolved t h i s  s ingle  difference between the House-passed 

and Senate-passed versions by providing tha t  the Secretary's decision a f t e r  

hearing must be issued within 90 days a f t e r  the date  fixed by him fo r  f i l i n g  

f i n a l  b r ie fs  ( ra ther  than 90 days a f t e r  completion of the hearing]. So, f i r s t  

of a l l ,  the f i n a l  law, and e a r l i e r  versions, did not put any t i m e  l i m i t  on -
0 

the time it takes t o  hold a hearing. It could go on f o r  many montths. Secondly, 	 h 
6' 
3 


under the f i n a l  version, the only time l i m i t  on a decision i s  thatt when the 5 
C 
0 
3 

Secretary f i n a l l y  s t a t e s ,  'well, here, I want f i n a l  b r i e f s  by t h i s  and t h i s  	 P-
C. 

0 

date.  I ' m  giving you a time l i m i t  now.' Then he has 90 days -he gets 	 <: 
0, 

the f i n a l  briefs--or a f t e r  expiration of the time l i m i t  f o r  f i n a l  briefs-- 	 I 
&2. 

i n  which t o  make a decision. And, incidentally,  even then, i f  he f a i l s  t o  do 	 0 

F 
Si t ,  i t  wouldn't automatically go in to  e f f ec t  under t h i s  version. 
5 
I 

M: Yes. I understand tha t  under the f i n a l  version, (E: yeah) ah--	 ? 

E: Well, t ha t ' s  what you asked for--before-- 

M: Right. But I was--I was--right, I was trying to-- 

E :  But under the f i r s t  go-around version--

-



I 

M: Right--first go-around version--

E: But t h i s  is--incidentally, t h i s  f i n a l  version tha t  became law i s  different  

from the one that.passed the Senate. This was worked out i n  conference. 

remember (M: yes) being called in to  conference t o  discuss t h i s .  

M: Yes. I guess (E: but I can tell you what passed--yes?) what I ' m  t rying 

to  do is t race the progression--this-- 

E: Well, I can t e l l  you what passed the Senate--what f i na l ly  was reported 

out--if t ha t ' s  what you want t o  know. On the Senate s ide.  

M: Well, I ah--

E: But l e t  me assure you tha t  a f t e r  tha t  i n i t i a l  thing which you c a l l  the 

I ,  secret" meeting, there was no time l i m i t  on the hearing a t  a l l .  O r  on the 

decision a f t e r  hearing. In  the  l a t t e r  respect i t  was more l i b e r a l  than some 

versions that  followed it. Now there was s t i l l  no open thing so that  the 

application could become automatically e f fec t ive ,  i f  the Secretary, within 

the time l i m i t ,  gave notice of opportunity f o r  hearing. I f  he did nothing 

within the time l i m i t ,  nei ther  turning the application down nor giving notice 

of opportunity f o r  hearing, yes, then the NDA would have become ef fec t ive  

automatically under tha t  version. 

M: What I implied was tha t  the committee passed the drug companies1 version. 

The drug companies' version--(E: well ,  i t  probably did) does allow f o r  

automatic--urn--approval. 


E: I f  the f i r s t  committee version is the industry version, you aae r igh t  

about t ha t ,  but only i n  the  limited way I have s ta ted.  Once notioe'of 

hearing opportunity was given, tha t  would no longer be true.  That would 

still have been a very important advance over pr ior  laws. But how do you 



know t h a t  t h a t ' s  t h e  companies' vers ion?  

E: T h a t - i s  t h e  proposal  of t h e  Pharmaceutical Manufacturers Associat ion? 

M: Because--uh--Hruska put  the--put those  12 amendments i n  t h e  Congressional 

Record. I may be-- 

E: Do w e  have t h a t  here? 

M: I may be misreading t h e  Congressional Record. 

E: Well, what--urn. 

BREAK 

M: Okay. Go ahead. Pick up with t h a t ,  i f  you l i k e .  

E: Well, t o  go back t o  when we  repor ted  back t o  t h e  Department, I th ink  I 

mentioned t h a t  M r .  Goodrich, p a r t i c u l a r l y ,  and I th ink  t h e  head of t h e  Food 

and Drug Administrat ion wi th  him, f e l t  t h a t  t h e  good manufacturing p r a c t i c e  

proposal  of t h e  Phamaceutical Manufacturers Associat ion w a s  unsat isfactory--

unacceptable--insofar a s  it provided f o r  r egu la t ions  of t h e  Secreaary merely 

of an i n t e r p r e t i v e  cha rac te r  and t h a t  t h e  Department and t h e  Food and Drug 

Administrat ion would be b e t t e r  off  without  any reference  t o  r egu la t ions  i n  

t h a t  paragraph a t  a l l .  Secondly, t h e  Food and Drug Administration and M r .  

Goodrich were very d i s s a t i s f i e d  wi th  a provis ion  t h a t  would al low only f o r  a 

requirement of s u b s t a n t i a l  evidence,  undefined a t  t h a t  po in t ,  of e f f e c t i v e n e s s  

of a new drug. And--uh--I do n o t  remember exac t ly ,  but--uh--I th ihk  i t  was 

f e l t  t h a t  e f f o r t s  should be  made t o  ge t  f u r t h e r  modif ica t ion  of both of 

t h e s e  provisions.  As t o  t h e  e f f ec t iveness  provis ion ,  I remember d iscuss ing  

t h a t  wi th  t h e  lawyer f o r  t h e  Pharmaceutical Manufacturers Associa t ion ,  M r .  



Lloyd Cutler, a t  the  so-called "secret" meeting but I do not r eca l l  o r  

believe tha t  we ever agreed to  it. It was simply one of those things tha t  

--uh--this is as much as  we could get ,  and i t  would cer ta inly be be t t e r  than 

what we had--the exis t ing law. 

M: Do you--do you r eca l l  what i t  was that--that you could get? 

E: W e  could, a t  t ha t  stage,  get no more than the provision that  was reported 

out. That there  needed t o  be 'substantial  evidence (including substant ia l  

c l i n i ca l  evidence), supported by investigations '  of qual i f ied experts, tha t  

the drug would have the e f fec t  t ha t  i t  purported t o  have as  detenhined by 

i t s  label l ing and so for th .  

M: I have--I have a sentence here and i t  may be nonsense--'Secondly, the 

amendments eliminated the term "efficacy" from the def ini t ion of a new 

drug.' (E: Ohhh) 'This deletion meant tha t  i f  a new use were claimed for  

an old, established drug, it did not have t o  be proven efficacious i n  its 

new role.  ' 

E: Oh, yes. I remember tha t  tha t  was done--that i s ,  that ,  as a t  Eirs t  

reported out by the Committee, the b i l l  fa i led  t o  add references no efficacy 

to  the new-drug definition--but I don't think that  we ever agreed t o  tha t .  

M: But that--but t ha t  is essen t ia l ly  an accurate description of Mhat t h a t  

meant? 

E: Well, the i n i t i a l  Kefauver b i l l ,  S. 1552 as  introduced, as wekl as i n  

=thing tha t  we ever drafted--that L e v e r  drafted--to amend the flood and 

Drug Act with respect t o  eff icacy of new drugs, including the provisions of 

HR11581, provided f o r  amending not only the substantive new-drug clearance 

provisions of the Food and Drug Act to  add efficacy, that  is, section 505, 



but  a l s o  s e c t i o n  2 0 1 ( ~ ) ,  de f in ing  t h e  term 'new drug' .  And I j u s t  f e e l  

morally certain--though I do not  remember exac t ly  what was said-- that  we 

would s u r e l y  n o t  have s a i d  o r  implied t h a t  f a i l u r e  t o  amend the ,  d e f i n i t i o n  

by adding references  t o  e f f i c a c y  would be acceptable  t o  us.  Of course,  i f  

i t  had been enacted t h a t  way, t h e  Department would have operated with it .  

It would have amounted t o  a p a r t i a l  grandfa ther  c lause .  Now t h e  meaning o r  

e f f e c t  a t t r i b u t e d  by Kefauver t o  t h e  Committee's a c t i o n  i n  d e l e t i a g  t h a t  from 

t h e  b f l l ,  which is a l s o  t h e  meaning you have a t t r i b u t e d  t o  it ,  was i n  my view 

i n c o r r e c t ,  f o r  under then e x i s t i n g  law, a s  w e l l  understood, such a change i n  

l a b e l  claims would have requi red  a supplemental new-drug app l i ca t ion ,  a t  which 

po in t ,  a s  c o r r e c t l y  s t a t e d  i n  t h e  f i r s t  Senate committee r e p o r t  on t h e  b i l l  

(page 17 ) ,  t h e  new use  of t h e  drug would have r equ i red ,  under t h e  b i l l ,  a 

showing of s u b s t a n t i a l  evidence of e f f ec t iveness  a s  w e l l  as proof of s a f e t y .  

But s o  long a s  t h e r e  was no change of l a b e l  claims,  t h e  drug could s t a y  on 

t h e  market. 

M: Maybe t h i s  i s  a good po in t  f o r  you--if you can--to give a d e f f n i t i o n  of 

what a "new drug" is. 

E: Well, the--the Act i t s e l f  de f ines  t h e  term "new drug" i n  s e c t i o n  201(p). 

A t  t h a t  t ime i t  d i d n ' t  have a provis ion  excluding t h e  sepa ra t e ly  defined term 

11new 8nimal drugv'--but t h a t ' s  n o t  r e l evan t  here .  And i t  says :  'The term 

I,new drug" means (1) any drug1--and I ' m  skipping t h e  recent  re ference  t o  

new animal drugs--'any drug, t h e  composition of which is such t h a t  such drug 

is n o t  gene ra l ly  recognized, among expe r t s  q u a l i f i e d  by s c i e n t i f i c  t r a i n i n g  

and experience t o  eva lua te  t h e  s a f e t y  g& e f fec t iveness  of drugs,  a s  s a f e  

-and e f f e c t i v e  f o r  use  under t h e  condi t ions  prescr ibed ,  recommended, o r  

suggested i n  i ts  l abe l ing . '  I ' m  n o t  reading exac t ly  t h e  words and I ' m  skipping 

a grandfather  c lause  f o r  pre-1938 drugs. And (2) i t ' s  a l s o  a new drug--uh-- 



if 'the composition of it is such that the drug, as a result of investigations 


to determine its safety &effectiveness for use under such condftions, has 


become so recognized--that is, among experts--'but which has not, otherwise 


than such investigations, been used to a material extent or for a material 

time under such conditions.' Now, the references to effectiveness that I have 

quoted just now were -not in the definition before the Drug Amendments of 1962. 
However, both in the Kefauver bill as introduced and in anything that we had 
ever proposed or drafted, and also in the final 1962 law, as it became law, 


that definition was proposed to be amended so that in each place *here there 


% had been only a reference to safety there was inserted a reference to effective- E 
U 
P< ness. Incidentally, we did accept one thing--= used the term "efficacy" but 
 3' 
s 


industry feared that that had the connotation of some general efficacy rather 
0 

Z 
Y 
0than effectiveness to do the job that was claimed for a particular drug. So < 
0, 


-we accepted the use of the term "effectiveness" rather than "effiaacy." p. 
5 
8. 
aThat's one thing we did accept. It didn't make any difference. 

0 
c? 
c 
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M: Let me read to you what I've tried--what I've written in a footnote to 
 z 

B 
0 

try to explain what a "new drug" is-- D_ 

E: Yeah. I shouldn't have read the definition. I should have done it in '. 2 

my own words. 

M: Well, that's what I have attempted to do after reading this. 'Technically, 
 5:a "new drug" is any prescription drug cleared for the market--' 


E: May I interrupt? 


M: Please do. 


E: You're mistaken about limiting it to prescription drugs. An over-the-


counter drug can be a "new drug." 




M: Y e s .  Okay. 

E: Go ahead. 

M: 'Any p r e s c r i p t i o n  drug c leared  f o r  t h e  market under t h e  "new drug" 

app l i ca t ion  procedure s e t  up by t h e  1938 Food, Drug, and Cosmetic Act. But 

ev iden t ly ,  i n  p r a c t i c e ,  t h e  d e f i n i t i o n  of a "new drug" is not  t h a t  c l e a r .  

Obviously, many "new drugs" a r e  over 20 yea r s  old.  The Bureau of Medicine 

wanted t o  inc lude  v i r t u a l l y  all p r e s c r i p t i o n  drugs, both pre-1938 and 

post-1938.' Well, t h i s  g e t s  u s  off--

E: Anyway, I don' t  t h ink  you're  r i g h t  i n  your d e s c r i p t i o n  of whatf a "new 

drug" is. You've--you've s o r t  of turned--put t h e  t a i l  of t h e  dog f i r s t .  

You've s a i d ,  i n  e f f e c t ,  t h a t  t echn ica l ly ,  a "new drug" is any drug t h a t  i s  

c leared  f o r  t h e  market under t h e  "new drug" provis ions  of t h e  Act. 

E: But, no. To f i n d  out  what needs t o  be  c l ea red  f o r  t h e  market, you must 

f i r s t  determine what a "new drug" is, and f o r  t h a t  purpose you look f o r  t h e  

d e f i n i t i o n ,  r a t h e r  than t h e  o the r  way around. So, t echn ica l ly ,  before  1962, 

a "new drug" was one t h a t ,  a t  a given t ime,  (1) wasn ' t  genera l ly  necognized 

among expe r t s  as  s a f e  f o r  i ts  proposed use o r  (2) was a drug t h a t ,  although 

gene ra l ly  recognized a s  s a f e  on t h e  b a s i s  of i n v e s t i g a t i o n a l  use,  hadn' t  

r e a l l y  been used t o  a m a t e r i a l  e x t e n t  o r  f o r  a m a t e r i a l  t i m e  o t h e r  t han  i n  

such i n v e s t i g a t i o n a l  use. 2 under those  circumstances, leaving  out  t h e  

pre-1938 drugs now--under those  circumstances such a drug could n o t  be put  

on t h e  market--as d i s t ingu i shed  from i n v e s t i g a t i o n a l  use  f o r  which an 

exception can be made--unless i t  went through t h e  c learance  procedure f o r  

s a fe ty .  And under t h e  amendments, as f i n a l l y  enacted i n  '62, a drug t h a t  

has  ceased t o  be  "new" s o  f a r  a s  s a f e t y  i s  concerned may s t i l l ,  under t h e  

-




2 

amended d e f i n i t i o n ,  be  "new" because t h e r e  i s  no gene ra l  r ecogn i t ton ,  by 

expe r t s ,  of i ts e f f e c t i v e n e s s  f o r  i ts  proposed use,  o r  because t h a t  

recogni t ion  e x i s t s  on t h e  b a s i s  of s c i e n t i f i c  i n v e s t i g a t i o n s  bu t  t h e  drug 

hasn ' t  been used f o r  a m a t e r i a l  t ime o r  t o  a ma te r i a l  ex ten t .  
2' 


M: Now, does t h i s  apply t o  drugs before  1962? 

E: Before 1962! In t h e  i n i t i a l  go-around on t h e  Kefauver b i l l - - a s  d i s t i n g u i s h e d a
!? 

from what w e  d r a f t e d  on t h e  House side--H.R. 11581 where we had a t r a n s i t i o n a l  

provision--there was no t r a n s i t i o n a l  provis ion  a s  such, a g l a r i n g  de fec t  of 

t h e  o r i g i n a l  b i l l .  Under t h e  o r i g i n a l  Kefauver b i l l ,  i n  t h e  absence of 

anything else, not  only  would all the  thousands of previous ly  c l ea red  "new" 

drugs have t o  go back through t h e  new-drug c learance  procedure f o r  e f f i c a c y ,  

but  they could not  l e g a l l y  s t a y  on t h e  market pending such c learance ,  even i f  

t h e r e  was no  l a b e l  change. That ' s  poor draftsmanship, f o r  i t  sureLy was not  

intended.  On t h e  o the r  hand, under t h e  o r i g i n a l  committee a c t i o n ,  which 

included no t r a n s i t i o n a l  provis ion  e i t h e r ,  a wor th less  drug c l ea red  be fo re  

1962 f o r  s a f e t y  could s t a y  on t h e  market fo reve r  i f  t h e r e  was no  change i n  

l a b e l  claim, unless  t h e  Government, i n  a cour t  a c t i o n ,  c a r r i e d  t h e  burden 

of proving misbranding. It's t r u e  t h a t ,  i f  t h e  l a b e l i n g  was changed and 

say ,  something was c l ea red  f o r  s a f e t y  a s  a new drug back be fo re  '62 f o r  

t r e a t i n g  a r t h r i t i s ,  and t h e  manufacturer now claims t h a t  not  only i s  i t  good 

f o r  a r t h r i t i s ,  bu t  i t ' s  a l s o  e f f e c t i v e  f o r  gout ,  i t  would have t o  go through 

t h e  new procedure and at t h a t  time even without  a change i n  t h e  new-drug 

d e f i n i t i o n .  I th ink  t h a t  Kefauver was mistaken i n  h i s  cont rary  view. But 

I th ink  we w i l l  g e t  i n t o  t h e  t r a n s i t i o n a l  provis ions  a t  g r e a t e r  l eng th ,  

because t h a t  was a hot-and-heavy th ing .  

M: La ter  on--
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E: Later on. But anyway do you want to hear more about this? I don't 


think so. No. 


M: No. I think that's enough information. 


E: All right. 


M: Well, do you have any other comments you want to make on the I&EW 

response to-- 

E: Oh, well, umm. Some of us in the Department--I- for one and I think Mr. 

Willcox also--felt that we had gone really too far in insisting on what I 

might call a straight requirement of effectiveness. I felt that some 

intermediate ground might be reasonable. The Food and Drug Administration 

was sort of taking the view, under %version--as distinguished firom any 

version based on a substantial evidence concept--not only would the application 

have to show effectiveness, there would have to be clear and convilncing proof 

that the drug was effective. And I might say, I don't know whether it was 

on that occasion but I think we were in some difficulty on that. You see, 

we were pressing for a stronger effectiveness requirement than a s~imple 

,Isubstantial evidence" one. We had %in an executive session and we were 

going to another one. Jerry had asked Mr. Harvey, who was then Deputy 

Commissioner of Food and Drugs--and I don't remember whether it was then the 

first or second go-around--to go to the executive session with us. Jerry, I 
. , 

think, was taking him along, as well as me, to be available if some technical 


questions came up. In the taxi Mr. Harvey said to Jerry, 'Let me help you 


M: This was John Harvey? 


E: John Harvey. Now, I think that =view would have been to de-emphasize 




t h e  s t r e n g t h  of our  proposal .  We would have t h e  f e e l i n g  that--we had a 

p e r f e c t l y  reasonable proposal  t h a t  c a l l e d  f o r  e f f ec t iveness  bu t  t h a t  d i d n ' t  

mean necessa r i ly  t h a t  i f  t h e r e  were two views a s  t o  e f f e c t i v e n e s s  of a 

drug, two re spec tab le  schools  of thought,  wi th  exper t  evidence on both -
s i d e s ,  we would then necessa r i ly  t u r n  down t h e  drug. But, a s  Harvey had 

s a i d ,  'Well, l e t  me he lp  you on t h a t . '  J e r r y  then asked East land,  I th ink ,  

t o  c a l l  on Harvey at t h e  execut ive  se s s ion ,  which East land d i d ,  o r  maybe 

J e r r y  d i d  f o r  Eas t land ,  t o  ask how t h e  FDA would apply t h e  e f f i c a c y  concept. 

Harvey go t  up, and t h e  f i r s t  t h i n g  he s a i d  was t h a t  under an e f f i c a c y  requi re-  

ment the FDA would r e q u i r e  t h a t  t h e  evidence be  ' c l e a r  and convinuing.' 

inwardly gasped, because t h i s  was s u r e  t o  boomerang. So f a r  a s  I know, J e r r y  

never s a i d  a word about it t o  Harvey af terward.  But now I don't  know whether 

t h a t  came up a t  t h e  e a r l i e r  go-around o r  t h e  l a t e r  one. 

M: It might be t h e  l a t e r  one, I think.  I ' m  not  s u r e  though. 

E: I t h i n k  n o t ,  because on t h e  l a t e r  one w e  r e a l l y  worked--hammened it out  

wi th  lair's f u l l  p a r t i c i p a t i o n .  

M: That ' s  t r u e .  That ' s  t r u e .  

E: You s e e ,  I might say t h a t  t h e  Food and Drug people on t h e  S e n y e  s i d e  

were n o t  gene ra l ly  used i n  these  nego t i a t ions ,  except the--well, I th ink  D r .  

Kelsey was c a l l e d  i n  and I don' t  th ink  I was even p resen t  a t  t h a t  one, a t  

which she was asked about thalidomide and s o  f o r t h .  And I remember t h a t  

episode wi th  Harvey, and then La r r i ck  came up wi th  u s  and t h i s  was p r imar i ly ,  

I th ink ,  i n  connect ion wi th  t h e  a n t i b i o t i c s .  And I remember tha t - - ra ther  

amusingly--he was asked ques t ions  of what--what they  used a n t i b i o t i c s  on 

animals for--if  they used them--and one Senator  asked, 'Do you use them t o  

c leanse  t h e  t i ts  of a cow when you milk i t ? '  La r r i ck  s a i d ,  'You mean teets--

I 



not tits!' (chuckle) (M: heh-heh-heh--who said  that--Larrick?) Yes. 

Everybody laughed. (M: That's a good story!) 

M: So you were present the  day after--the Monday a f t e r  the  (E: qnote "secret 

meeting" unquote .) 

E: I was present a t  tha t  session--it--I was over on the s ide  i n  back of 

the room--that room was--it's too small fo r  anybody but the members s i t t i n g  

around the table--but we were there. Jerry was s i t t i n g  o r  standing--or 

probably mostly standing--next t o  Eastland and Kefauver was s i t t i n g  close 

t o  Eastland's end of the table  on the side--Eastland s a t  a t  the  head of the 

table .  And when the--these things were sprung on Kefauver he was taken 

aback--he was taken by surprise.  You know. And--uh--as the meetjing went 

on, one thing being approved a f t e r  the other, Senator Carroll,  of Colorado, 

I think, when the noon hour struck, raised a point of order because the 

Committee hadn't gotten permission t o  meet while the Senate was meeting. 

This ended tha t  executive session. 

M: Right. Um--I'm still trying t o  get c lear  what HEW'S a t t i t ude  toward 

these amendments was. 

E: Well, you have interviewed Sonosky and Cohen, and they can best  t e l l  

you, i f  they s t i l l  remember, what HEW'S a t t i t ude  was. Je r ry ,  of course, 

was a t  the Committee meeting a t  which the amendments were decided on. He 

couldn't cross Eastland very well a t  tha t  meeting. I think tha t  hts--uh-- 

h i s  a t t i t ude  may well have been tha t  ' t h i s  i s  the best  we can ge t '  and, as  

he says, that  'we can l i v e  with it. '  I--well, fo r  one thing, I jus t  don't 

believe tha t  he ever agreed--and I cer ta inly didn't--to having a def ini t ion 

of "new drugs" devoid of any reference t o  efficacy--or effectiveness.  A s  

t o  "substantial  evidence," I think he f e l t  tha t  tha t ' s  the best we could 



do a t  t h a t  s t age .  This  was before  t h e  thalidomide episode broke. Object ively 

considered,  some of  t h e  amendments t o  t h e  FD&C Act--such as those  on f a c t o r y  

in spec t ion ,  new drugs, and a n t i b i o t i c  cer t i f icat ion--would have marked a 

considerable advance over t h e  then e x i s t i n g  law, d e s p i t e  some g l a r i n g  

d e f e c t s  i n  t h e  b i l l ,  inc luding  some d e f e c t s  stemming from t h e  o r i g i n a l  

Kefauver b i l l .  And--uh--that's it. Now on the--I've fo rgo t t en  now. It 

may be t h a t  what I mentioned about Goodrich's objec t ions  t o  c e r t a t n  provis ions  

and s o  f o r t h  d i d n ' t  come unt i l - - tha t  he  wasn't  appr i sed - - thh  happened over 

a weekend, so' very l i k e l y  t h e  Food and Drug people d i d n ' t  even kn6w about 

t h a t  a t  t h a t  poin t .  &--I was a l i t t l e  su rp r i sed  t h a t  J e r r y  d i d n ' t  draw 

t h e  Food and Drug people i n  more on that-- 

M: Who did? He--? 

E: Sonosky. (M: Sonosky.) Yeah. H e  always brought me i n  s o  f a n  a s  I 

know--at l e a s t  on anything t h a t  involved drafting--except on any p r i v a t e  

d iscuss ions  he may have had wi th  Cohen, Feldman, East land,  and Blair. 

M: Are you going i n t o  why--he has  an i n t e r e s t i n g  s t o r y  t o  t e l l  a s  t o  why-- 

s ay ,  Rankin, d i d n ' t  come t o  t h e  so-called "secret" meeting. 

E:  H e  wasn't asked, I think--was he? 

M: He--he was asked, but  he dec l ined  t o  come. 

E: Oh. 

M: And Sonosky seemed t o  th ink  that--uh--he knew t o  s t a y  away-- 

E: Uh--heh (chuckle) 

M: I n  o the r  words, that-- that  some compromising was going t o  go otl maybe-- 



E: Why, did he say he didn't want to come? 

M: Uh--he--he didn't say. That is, Rankin didn't say, but Sonosky said 


that he did say-- 


E: If he didn't %--if he gave no reason--I think that would have been an 


improper thing for him to do--to just say 'I don't want to come.' 


M: Yeah. But-but--uh--but Sonosky just replied that Rankin--uh--knew to 


stay away. (chuckle) well, whatever--um. Ah, events following the "secret" 


meeting--uh--sorry, I have to keep using that term, but we're stuck with it. 


It's too dramatic to do away with! (E: Laughs--hard!) Finally--uh--it seems 


to me that there is some confusion--certainly in Kefauver's mind and I think 


maybe generally, as to what the Department's attitude is toward-- 


E: Well, let me tell you another thing--on the antibiotics--we wanted the 

antibiotic certification to be--to extend not only as to all antib~iotics but 

as to all antibiotics whether they were used for man or animal. And this is 

a matter on which I remember talking with Senator Eastland--I think it may 

have been on the Saturday preceding the Committee's executive session--over 

the telephone--or maybe it was later--I've forgotten that--uh--he was not 

there then. He was at his home, I think, and I was trying to give him reasons 

why I thought we should have that even for veterinary antibiotics. But at 

any rate--uh--I don't think we would ever have agreed to limit it to--uh-- 

those for general use, but we might have, I don't know. It finally came out 

that--but, you know, in the second phase, the Senate Committee finelly did 

extend it to all. It was only in the House that--but then the Conference 

prevailed on limiting the extension to antibiotics for humans. 

M: Yes, what--what--what do you see as the next--next significant point in 


the progression? 




E: Well, a p a r t  from--well, t h e  next  s i g n i f i c a n t  po in t ,  of coursa,  a p a r t  from 

t h i s  episode of Kefauver i s  t h e  thalidomide episode. (M: Right.)  And I don' t  

know'who sparked it i n t o  f i r e .  It may have been J e r r y  Sonosky; i t  may have 

been Wilbur Cohen o r  something, and--uh--this was an occasion which might 

never come again--the p o s s i b i l i t y  of turn ing  t h i s  th ing  around s u f f i c i e n t l y  
n 
3 
3 

f o r  us t o  ge t  some of t h e  th ings  t h a t  we couldn' t  ge t  i n  t h e  f i r s t  go-around. s 
0 

2 
0 

And i t  was a t  t h a t  point--uh--that t h i s  was taken up with t h e  White House, oP 

i 
ev iden t ly ,  t o  which I was no t  pr ivy ,  undoubtedly with the  P res iden t ,  too ,  and 

3 
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eventual ly  i t  was decided t h a t  t h e  Pres ident  would send up a s e r i e s  of amendments: 

M: And a l s o  t h e  P res iden t ,  by t h i s  time, has  c l e a r l y  s a i d ,  'We do no t  accept  

t h e  f i r s t  vers ion  of S1552.' And Ribicoff says  t h a t  too. 

E: Well--I th ink  i t  was said--yeah--I don' t  know that--uh--this--you mean 

at t h e  press  conference o r  something? 

M: Well--1--Ribicoff made t h e  statement before--(E: Oh, on t h e  House side)-- 

on t h e  House s ide .  

E: He w a s  unhappy o r  something with--yes. 

M: He was asked and he made i t  very c l e a r  that-- 

E: I b e t  t h a t  d i d n ' t  make East land very happy. (M: No. No.) But anyway, 

i t  was then t h a t  we worked i n t o  t h e  n ight  on two succeeding n igh t s - - i t  must 

have been Wednesday--no, it must have been Thursday and Friday--we were i n  

Sonosky's office--Rankin was present  u n t i l  about '9  i n  t h e  evening the  f i r s t  

day, I think.  What we were working on a t  t h a t  t ime, I th ink ,  was pr imar i ly  

t h e  explanat ions,  you know. And -I was working on d r a f t i n g  l e g i s l d t i v e  

language and I looked over t h e  explanat ions,  you know--and--uh--we worked 

unti l -- the f i r s t  n i g h t ,  a s  I say, M r .  Rankin, I th ink ,  went home about 



9 o'clock. And then J e r r y  and I worked u n t i l  very l a t e ,  perhaps 3 a.m., I 

don ' t  remember f o r  s u r e  now. H e  may have gone home before .  What does he 

say  on t h a t ?  

M: Uh--I d idn ' t  r e a l l y  ask him on t h a t .  We d i d n ' t  rea l ly- -

E: So t h e  next--we were n o t  through t h a t  night--and t h e  next  n i g b t  I a lone  

s tayed a f t e r  hours.  He went home a t  about 6 o r  something. I s tayed  u n t i l  

a t  l e a s t  1 a.m. o r  something--1 don' t  r e c a l l  exac t ly  now--until t h e  g i r l s  

had a l l  t h e  m a t e r i a l  t o  type--it was a mat te r  of copying by then--and they 

undertook t o  do t h a t  and t o  d e l i v e r  i t  t o  t h e  White House s t a f f  i n  t h e  e a r l y  

morning, before  dawn. Two o r  t h r e e  t imes I th ink ,  during t h e  n igh t  I c a l l e d  

J e r r y  at h i s  home t o  be s u r e  t h a t  he and I were en rapport--in acqord on 

c e r t a i n  po in t s .  I don ' t  remember what they were. I d i d  t h i s  because I was 

a l l  alone except f o r  s e c r e t a r i a l  he lp ,  and t h i s  was going t o  t h e  White House. 

There (M: chuckle) would be no f u r t h e r  chance t o  change it .  And tihat w a s  

then de l ive red  t h a t  morning, i n  t h e  wee hours ,  by one of t h e  g i r l s ,  t o  t h e  

White House. And--the covering letter may have a l ready been signed--no, I 

th ink  not--I t h ink  it w a s  probably flown t o  Hyannisport--oh, wait--maybe 

i t  had a l ready been signed. Maybe I ' m  th inking  about t h e  f i r s t  latter. 

M: I be l i eve  i t  was t h e  second l e t t e r - -  

E: It was the  second l e t t e r  t h a t  was flown--? 

M: H a r r i s  has  a f a i r l y  good desc r ip t ion  of t h a t .  

E :  That i t  was flown t o  Hyannisport? (M: I b e l i e v e  so.) Well, m~lybe so.  

But anyway, it was de l ive red ,  I th ink ,  t hen - - s t i l l  t h e  next  day, I think--

t o  Eastland--and wasn ' t  t h a t  a Saturday? 

M: I--I'm hazy on-- 



--- 

--- 

E: The date of t h e  Pres ident ' s  letter was August 3rd. Now, I cab check 

t h e  d a t e  on t h a t ,  i f  you l ike-- in a calendar.  

M: No. I--I can check t h a t .  

E :  Is t h a t  t h e  Har r i s  book? 

M: Yeah. 

E:  The Real Voice? 

M: The Real Voice. 

E: I t ' s  out  i n  paperback? (M: um-hum) Maybe I ought t o  ge t  i t  sometime 

and read it ,  but  I don' t  th ink  I was--

M: This was a s p e c i a l  consumer--uh--Consumer Reports put  i t  out .  

E: Consumer's Union? 

M: Consumer's Union. I don' t  remember--

E: I belong t o  t h a t ,  but--

M: You might still be ab le  t o  order  it--they'd probably send it--

E: I should not  add t o  h i s  r o y a l t i e s  f o r  having done what he d id ,  should I ?  

M: (chuckle) 

BREAK 

E: I don ' t  know whether I s a i d  t h i s  on t h e  t ape ,  but--uh--on t h e  second 

night--uh--Mr. Sonosky was no t  present .  He had gone home and I was t h e r e  

alone with a couple of g i r l s  t o  work with me--&--in continuing the  d r a f t i n g  

of the  ma te r i a l  f o r  t h e  Pres ident  t o  t ransmi t  t o  t h e  Committee--uh. During 



the course of the evening, I did speak with--I did call Mr. Sonosky at 


home two or three times to be sure that we were in accord on certain policy 

D 

points--that they were properly reflected in the material because there 


would be no further opportunity for him to review it. I left at something 


like maybe 1:30 in the morning--I'm not sure anymore--and the girls stayed 

D 

on to finish the typing--and they were delivering it to the White House later 


on. I don't think I had said this on the tape before. And it was presumably 


delivered that next morning on Saturday. The President's letter dated 

D 

August 3rd was--that was a Friday, and I don't--well--it may--I think it 


probably was flown to Hyannisport for him to sign and then flown back. But 


at any rate, on Saturday morning, I think, that material was either in the 


Senator's hands or I had a copy which I took up to the Committee Counsel, 


Mr. Tom Collins, I think--whether it was discussed to some extent, I have no 


clear recollection of it but I have a recollection of being up there that 


Saturday morning. 


M: What instructions--had the instruction come from the White House? 


B 
E: Which instructions? 


M: To write these new amendments. 


E: Well, they didn't come to me directly, nor do I know whether they were 

initiated by the White House, but certainly there had been an arr4ngement 

between the White House & the Department for the President to send up 

new amendments to the Committee--taking advantage of the impetus Uhat would 

be given to this course by the thalidomide episode. (M: hm) And, as you 

may recall, the President, in his letter to Senator Eastland, stadts out 

saying, 'Pursuant to our discussion, I am enclosing drafts of amendments 

essential to strengthen S. 1552,' et cetera. So the President eitther in 



person, or on the telephone, must have talked with Senator Eastlad on these. 


M: What were your instructions to--to-- 


E: Well, do you mean about drafting--our draft? 


M: Right. 


E: I should put in one reservation. Looking over these "Presidential" 


amendments to refresh my recollection, I noticed that there are seven numbered 


amendments--one of them encompasses several subamendments. And I noticed that 


.-* one of these is amendment number 6,on advertising. I noticed two things about 

that. One, it follows verbatim, I think, an amendment on the very same subject 

that was in a series of amendments to be offered by Senator Kefauqer--intended 

to be proposed by Senator Kefauver--to S. 1552. -That amendment, No. 6 in the 
President's letter, was not drafted by me and I suspect--I do not recollect 

exactly now--but I suspect that Mr. Sonosky included that under an agreement 

or arrangement with the Senator--Senator Kefauver--or with Dr. Blair, his 

assistant--his professional assistant, and I assume, at the urging of Dr. 

Blair. You will remember that the President, in his Consumer Message, had 

recommended, among other things, an amendment to the Federal Trade Commission 

Act in relation to drug advertising. When the Food and Drug Act Mas enacted 

in 1938, in the same year when that bill was pending, there was a b o  pending 

legislation to amend the Federal Trade Commission Act with respect to food, 

drugs, and cosmetics among other things, that is particularly on advertising 

those articles. It was called the Wheeler-Lea Amendment (Yes) and that 

included a provision on advertising of drugs to the medical profession-- 

which was not a very strong--it was a &provision. Even weak as it was, 

the Federal Trade Commission had, I think, done very little about it. 

M: No case had ever been presented as far as I understand. 




E: I see. So, at any rate, Dingell in 1962, or the previous Congress, 

introduced legislation--whether it was at the urging of the Commission or 

what, I don't know--to strengthen those provisions of the Federal Trade 

Commission Act so as to require that advertising of drugs--maybe it was only 

prescription drugs, I've forgotten--would have to disclose the quantity of 

ingredients, I think--or maybe that wasn't included--but g a y ,  uhe adverse 

effects, warnings, and so forth--and we endorsed that at that time, I think, 
already. And in his Consumer Message in 1962 the President recowended its 

enactment with an added provision about efficacy, I think, which hadn't been 

in the earlier version. And in drafting legislation for H.R. 11581, I 

included that FPC Act amendment and the Department supported it. I think 

Blair must have encouraged Jerry to go along the route of includiqg the 

advertising amendment in the Food and Drug Act rather than the FTC Act. It 

did not eventually come out this way, incidentally, not exactly in policy 

or draftsmanship. On the Senate side, I worked it over, among others. The 

final version definitely overrides the Federal Trade Commission Aclt provision- 

E: The final version. 


M: So the Wheeler-Lea Act has been superseded in that regard. 


E: To that extent and in that regard. And this expressly--whereas, the 


Kefauver version enclosed with the President's letter, at best would have 


created a duplicate--parallel jurisdiction. 


M: The way it's drafted-- 


E: There was a big fight in 1938--a big discussion as to whether the 


advertising of food, drugs, devices, and cosmetics should come under the 




Food, Drug, and Cosmetic Act t h a t  was then be ing  enacted. O r  whether i t  

should be  under t h e  Federa l  Trade Commission Act. And you know what t h e  

dec i s ion  was--so t h i s ,  i n  e f f e c t ,  was a r e v e r s a l  t o  that ex ten t ,  of t h a t  

1938 congressional  decis ion.  (M: r i g h t )  And I th ink  i t ' s  obvious from a 

l e t t e r  t h a t  Rand Dixon, who was then  Chairman of t h e  Commission (M: Um-hum) 

and a t  one time had been wi th  Senator  Kefauver's subcommittee, was unhappy 

about t h a t ,  and I can understand &. He wrote a l e t t e r  t o  Congressman 

Dingel l ,  you know, poin t ing  t h a t  out  and saying t h a t  it should be under 

t h e i r  Act and t h a t  thus  i t  would be more e f f e c t i v e  than  under t h e  Food and 

Drug Act. And Dingel l  then  asked t h e  Secre tary  'what about i t , '  and a 

response was prepared but  never  sen t .  And I th ink  t h a t  someone had ta lked  

wi th  Congressman Dingel l  and, apparent ly ,  Congressman Dingel l  decsded n o t  t o  

p r e s s  f o r  t h a t  explanat ion.  

M: Well, ev iden t ly ,  somebody must have g o t t e n  t o  Dixon, too,  because I 

remember going through t h e  w r i t t e n  records. Dixon makes t h e  complaint and 

then you never  hear  anything e l s e  about i t .  

E: --Afte r  t h e  Pres ident  s e n t  t h a t  amendment t o  t h e  H i l l ,W e l l .  i t  would 

have been r a t h e r  d i f f i c u l t  f o r  t h e  Commission, even though i t ' s  supposedly 

a n  independent regula tory  agency, t o  take  i s s u e  wi th  tha t - - i t  s e e m  t o  me. 

And i t ' s  very i n t e r e s t i n g  how t h e  language--the cover ing  language f o r  t h a t  

amendment i n  t h e  t r a n s m i t t a l  of t h e  P res iden t ,  &. It 's c l e a r  t h a t  t h e  

-o t h e r  amendments, which I had d r a f t e d ,  a r e  proposed by t h e  P res iden t .  This 
one ( r u f f l e s  papers) s a y s ,  ' W e  a r e  i n  complete support of t h e  a t tached 

amendment t o  S1552.' and s o  on. Now i s n ' t  t h a t  an odd way of s t a t i n g  t h a t  

-he is proposing i t ?  'We a r e  i n  complete support  of  it.' Well. B u t  anyway, 

( r i f f l e s  papers)  s o  I f i n d  t h a t  t h i s  i s  t h e  -one "Pres ident ia l"  amehdment 

t h a t  I ' m  f a i r l y  s u r e  has  language t h a t  never came from me. I wouldn't even 
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refer to a trade or brand name. I would speak of a nonproprietary name. 


(M: nrm-hmm) And--uh--anyway, there are other deficiencies in that language, 

you know. But--uh--there it is! (chuckle) 

E: Now--so that's that. And I don't know how soon this was, but things 


moved rather quickly from that point on. And I suppose--through Bastland 


further meetings were arranged--I think there were several. And some of 


them went on for hours and hours, and--uh--at some of the meetings--whether 

it was more than one I don't remember--but at one I remember Wilbur Cohen 


and Katzenbach were both present and active, as were the lawyers flor the 


Pharmaceutical Manufacturers Association, that is, Lloyd Cutler and Marshall 


Hornblower--and I don't recall whether Foley was there or not. If he was, 


he didn't enter into the discussions. Also present were Senate st'aff--that 


is, Tom Collins, Chumbris, and Raitt. We met in a fairly large room--I've 


forgotten whether it was Eastland's office, but &wasn't there dwing 


negotiations, if memory serves me. The negotiations were clearly, really, 


between the Pharmaceutical Manufacturers Association lawyers--Lloyd Cutler, 


who was the leading one, and Hornblower on one side and our party on the 


other side. And, Katzenbach evidently was there to help us. But he seemed 


to have a kind of mediatory role on occasion. And there were at least two 


occasions--maybe more--when there was an impasse and he went into an adjoining 


room with Cutler--and maybe Cutler and Hornblower--to thrash things out and 


then came back with a joint proposal, you know. In other words, he was 


trying to be a--what do you call it--a-- 


M: A go-between? 


E: A go-between. 




M: "Mediator," I guess,  is a s  good a word as any. 

E: But I think--uh---, on our  s ide .  (M: urn-hm) And one of  t h e  big 

issues-- there were two big i s s u e s  and some subs id i a ry  ones, you know. And 

I th ink  of t h e  ones, c e r t a i n l y ,  when Wilbur Cohen and Katzenbach were both  

present ,  one was on t h e  ques t ion  of t r a n s i t i o n a l  provis ions  on new-drug 

e f f i c a c y  and t h e  ques t ion ,  p a r t i c u l a r l y ,  whether t h e r e  should be  any kind 

of t r u e  grandfa ther  clause.  Uh--and let  me--I have found h e r e  the--uh-- 

copies  of  some d r a f t s  t h a t  were used i n  o r  emerged from these  negp t i a t ions .  

There were two aspec ts - - t rans i t iona l  provis ions  f o r  drugs t h a t  had a t  some 

time been sub jec t  t o  t h e  new drug requirements, and then what t o  do about 

-those post-1938, mostly p ropr i e t a ry ,  drugs t h a t  had never been considered 

"new drugs" and thus  never  sub jec t  t o  t h e  new-drug procedures.  Leaving a s ide ,  

f o r  t h e  moment, those  p r o p r i e t a r y  drugs, what was worked out  was an agreement 

a s  t o  those  drugs t h a t  had, a t  one t i m e  a t  least ,  been considered new drugs 

and been s u b j e c t  t o  t h e  new-drug procedure and were s t i l l  on t h e  market. 

Whether o r  n o t  they were s t i l l  "new" drugs d idn ' t  mat te r .  It w a s  agreed 

t h a t  t hose  drugs were not  t o  become s u b j e c t  t o  t h e  amendments r e q u i r i n g  

premarket i n i t i a l  c learance  a s  t o  e f f i c a c y  except w i th  r e spec t  t o  any changed 

uses,  o r  condi t ions  of u se ,  recommended i n  t h e  l abe l ing ,  s o  long as approval 

of t h e  app l i ca t ion  was n o t  withdrawn o r  suspended under t h e  withdrawal 

provis ions  of t h e  Act. Addi t ional ly ,  t h e  new withdrawal provis ion  on 

efficacy--as d i s t ingu i shed  from i n i t i a l  c learance-would not  apply t o  drugs 

t h a t  were a l ready on t h e  market and had gone through t h e  new-drug procedures 

u n t i l  two yea r s  had e lapsed  from t h e  d a t e  of t h e  enactment of t h e  b i l l ,  un less  

approval was sooner withdrawn o r  suspended on o the r  grounds. 

M: The withdrawal provis ions  would not  come i n t o  e f f e c t  u n t i l  two years? 

E: That ' s  r i g h t ,  genera l ly .  You see ,  t h i s  e f f i c a c y  t h i n g  has  two aspec ts .  



0 
One,--and t h e  amendment of t h e  d e f i n i t i o n  of "new drugs7'--it has two 

aspec t s - - f i r s t ,  t h e r e ' s  an a p p l i c a t i o n  f i l e d  t o  g e t  approval  of a new-drug 

a p p l i c a t i o n .  At t h a t  po in t ,  s a f e t y  e f f i c a c y  have t o  be shown. Well, a t  

a l a t e r  s t a g e ,  after approval ,  we  might then f i n d ,  on t h e  b a s i s  of the  o l d  

and new evidence,  t h a t ,  a s  of t h a t  time, t h e r e  no longer  &.substantial 

evidence of e f f e c t i v e n e s s .  I n  t h a t  event ,  we would withdraw approval under 

s e c t i o n  505(e)(3)  of t h e  Act, t h e  withdrawal provis ion .  And t h e  agreement 

was t h a t  that prov i s ion  would not  gene ra l ly  t ake  e f f e c t  f o r  two years  wi th  

r e s p e c t  t o  drugs a l r e a d y  on t h e  market, whether o r  n o t  they were -"new 

drugs" at t h e  t i m e  of enactment of t h e  b i l l ,  bu t  t h a t  a f t e r  t h e  two-year 

moratorium we could  i n i t i a t e - - a s  t o  all t hose  drugs  on t h e  market t h a t  I 

have r e f e r r e d  to-proceedings t o  withdraw approval  on t h e  ground t h a t  t h e r e  

w a s  no s u b s t a n t i a l  evidence o f  e f f i cacy .  You see?  

M: Ce r t a in ly .  I n  o t h e r  words, a f t e r  two y e a r s ,  drugs t h a t  had a l ready been 

through t h e  NDA process  would then have t o  prove e f f i c a c y  . 

E: They wouldn't  u n l e s s  w e  s t a r t e d  something--(M: uh-huh). O r  un less  they 

s t a r t e d  something (M: Oh) by asking f o r  (M: Oh) amendment of t h e  new-drug 

app l i ca t ion .  Well, s i n c e  t h a t  time--you may have been reading i n  the papers 

o r  i n  recent  Supreme Court dec is ions  about i t - - the  Food and Drug Administration 
a
-. 
9.= r e t a i n e d  t h e  Nat ional  Research Council of t h e  Na t iona l  Academy of Sciences t o  

c r e a t e  exper t  panels  t o  review by c l a s s  t h e  e f f i c a c y  of  each drug approved %= 
rn 


befo re  1962 (M: uh-huh)--prescription o r  over-the-counter--and then come up r 
P 

with  r epor t s .  J u s t i c e  Douglas' opinion says  t h a t  FDA has  reviewed t h e  r e p o r t s  

of t h e s e  panels  and on January 23, 1968, announced i ts  po l i cy  of applying t h e i r  

f i n d i n g s  t o  a l l  drugs, inc luding  r e l a t e d  me-too drugs. As  t o  some, t h e  r e p o r t s  

found no evidence of e f f i c a c y ,  a s  t o  some t h a t  they were probably not  e f f i c a c i o u s ,  

and s o  fo r th .  You see .  (M: um-hum) 



M: Oh--oh, s o  o l d  drugs could come under t h e  e f f i c a c y  ru l e - - a f t e r  two years .  

E: Yes--if they were a l ready on t h e  market and had once been s u b j e c t  t o  

new-drug c learance  o r ,  a s  r e c e n t l y  decided by t h e  Supreme Court ,  were me-too 

drugs. (M: uh-huh) There was no duty--we couldn ' t - - le t ' s  say--two yea r s  had 

passed--we had done nothing and they--the manufacturer--had done noth ing  bu t  

cont inue t o  market t h e  th ing  (M: r i g h t ) .  W e  could n o t ,  a t  t h a t  p o i n t ,  say ,  

'Well, you don ' t  have an approved new drug because we  have never  c l ea red  i t  

f o r  e f f i c a c y . '  We couldn ' t  do t h a t .  

M: Then a r e  you saying  t h e  FDA has--has really--uh--

E: But we--we would have t o  say  w e  now propose t o  withdraw approval  on t h e  

ground t h a t  t h e r e  is not  s u b s t a n t i a l  evidence of e f f i cacy - -a f t e r  2 yea r s  

from t h e  d a t e  of enactment of t h e  1962 Amendments. I t ' s  now over  11 years .  

M: Oh. 

E: And--we--there would have t o  be a lack of proof of s u b s t a n t i a l  evidence 

of  e f f e c t i v e n e s s .  The burden of proof would b e  on t h e  manufacturer.  

M: Oh. Oh. So, i n  e f f e c t ,  then ,  a f t e r  two y e a r s  t h e  FDA-- 

E: Oh--they &have some new evidence, maybe. Yeah. SO--yes--that's 

what 's  been going on, you see.  

M: I n  o t h e r  words, t h i s  b i l l - -  

E: There = b e  an opportuni ty f o r  hearing a t  t h a t  s t a g e ,  except  t h a t  t h e  

Supreme Court has  upheld t h e  v a l i d i t y  of FDA's procedure whereby i t  w i l l  no t  

provide  a formal hear ing  when it i s  apparent a t  t h e  threshold  t h a t  t h e  

manufacturer has  not  tendered evidence t h a t  on i ts  face  meets t h e  

s t a t u t o r y  s tandard  of s u b s t a n t i a l  evidence of e f f e c t i v e n e s s  a s  p a r t i c u l a r i z e d  
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by FDA regu la t ions .  So much f o r  t h e  t r a n s i t i o n a l  p r o v i s i o n .  Now, of 

course ,  any a p p l i c a t i o n s  f o r  new-drug c learance  f i l e d  a f t e r  o r  pending on 

t h e  d a t e  of enactment, October 10,  1962, would have t o  b e  c l ea red  r i g h t  from 

t h e  s t a r t .  

Now, l e t ' s  go t o  t h e  grandfa ther  c lause .  There were, appa ren t ly ,  a 

l o t  of drugs ,  p r imar i ly  p r o p r i e t a r y  drugs, over-the-counter drugs ,  t h a t  had 

never  been considered "new drugs." The chief  l o b b y i s t  f o r  them w a s  a 

r e p r e s e n t a t i v e  of t h e  P r o p r i e t a r y  Associat ion,  a M r .  Cope(?) ,  I th ink ,  a  

ve ry  n i c e  f e l low who even tua l ly  became i ts  p res iden t .  And they wanted a 

complete grandfa ther  c l ause  a s  t o  those OTC drugs t h a t  had never  been sub jec t  

t o  t h e  new-drug procedure,  even though they  were n o t  pre-1938. I n  o the r  words, 

appa ren t ly  t h e i r  view must have ---and apparent ly  t h e  Food and Drug 

Adminis t ra t ion  must have agreed--that t h e r e  were post-1938 drugs t h a t ,  a t  

t h e  time they  came on t h e  market,  were j u s t  combinations of o l d  e s t a b l i s h e d  

i n g r e d i e n t s  u n i v e r s a l l y  recognized a s  s a f e  and hence had neves been sub jec t  

t o  t h e  new-drug procedure. And they took t h e  adamant p o s i t i o n  t h a t  f o r  

t hose  drugs t h e r e  must be a complete grandfa ther  clause--so long as they 

don ' t  change t h e i r  l a b e l i n g  claims. You see.  And M r .  Cohen, and Katzenbach 

wi th  him, of course ,  were j u s t  a s  adamant t h e  o t h e r  way. And so ,  while  the re  

was a compromise wi th  indus t ry  a s  t o  t h e  o t h e r  drugs,  t h e r e  was none on t h a t  

OTC c l a s s .  I have h e r e  a  penci led  mark-up of my f i r s t  d r a f t  which we 

submit ted t o  t h e  i n d u s t r y  people. I n  t h a t  d r a f t ,  t h e  f o u r t h  paragraph-- 

r e l a t i n g  t o  those  proprietaries--was t r a n s i t i o n a l .  I t  provided t h a t  

t h e  e f f i c a c y  amendments t o  t h e  new-drug d e f i n i t i o n  would n o t  apply t o  drugs 

a l r eady  on t h e  market t h a t  were no t ,  and never had been, new drugs under t h e  

o l d  law,  u n t i l  t h e  e x p i r a t i o n  of t h e  two-year pe r iod  beginning wi th  t h e  

enactment d a t e  o r ,  i f  l a t e r ,  u n t i l  t h e  Secre tary  would make an order  ( a f t e r  

oppor tun i ty  f o r  hear ing)  dec la r ing  t h e  drug t o  be a  new drug,  s u b j e c t  t o  



j u d i c i a l  review, of course. Of course, t h i s  would n o t  have appl ied  t o  a 

change i n  l a b e l i n g  claims.  It says  he re ,  i n  p e n c i l ,  'T.E.'s f i r s t  d r a f t  of 

t r a n s i t i o n a l  provis ion  f o r  Sec t ion  8  of S1552--penciled changes suggested by 

I t  o t h e r  s ide ." '  Xow t h e  re ference  t o  t h e  "-s ide"  was probably t o  Lloyd 

Cut le r  o r  Marshal l  Hornblower, I suspect  t h e  l a t t e r .  And he  marked i t  up 

t h a t  way and i t  was put  i n  c lean  d r a f t  showing, by underscored i n s e r t s ,  t h e  

changes t h a t  they  suggested i n  my d r a f t .  My penc i l ed  no te  shows t h a t  t h e  

11 c lean  d r a f t "  wasn't a  p e r f e c t  composite p r i n t  of t h e  two ve r s ions ,  but  i t  

i s  n e a r l y  so--and, r e a l l y ,  they, t h a t  i s  Cut le r  and Hornblower, hadn ' t  made 

any s u b s t a n t i v e  change i n  what I had d r a f t e d .  But t h e  Committee converted 

my d r a f t  paragraph i n t o  a  grandfa ther  c lause  by d e l e t i n g  i ts  t r a n s i t i o n a l  

language. 

M: Wasn't i t  a real--wasn't i t  a r e a l  coup t o  g e t  the--the p a t e n t  medicines 

under t h i s  blanket--even a t  a l l ?  In f a c t ,  I--I wasn' t  aware of that--the 

p a t e n t  medicines,  too ,  come under t h i s  e f f i c a c y  rule--or do they? 

E: They do now--if they--if any new ones come on t h e  market o r  i f  they make 

new l a b e l  c l a i m ,  o r  i f  at  any time a f t e r  1962 and a f t e r  1938 they were new 

drugs o r  me-too drugs. From what I have read i n  t h e  p r e s s ,  t h e  FDA i s  

r a i s i n g  t h e  e f f i c a c y  ques t ion  wi th  regard t o  whole c a t e g o r i e s .  But,  you see ,  

our  d r a f t  would have opened t h e  e f f i c a c y  ques t ion  even f o r  those post-1938 

OTC's t h a t  were on t h e  market before  1962 and were never  i n  t h e  new-drug 

(or  me-too) ca tegory .  On t h a t  t h e  P ropr i e t a ry  Associa t ion  prevai led  i n  

Congress, a l though Cohen and Katzenbach never  y i e l d e d  on i t .  The Pharmaceutical 

Manufacturers Association--a number of whose members a l s o  made p ropr i e t a ry  

drugs--would have accepted our proposals ,  wi th  t h e  few d r a f t i n g  changes I 

have mentioned, even as  t o  t h e  p ropr i e t a ry  drugs. I was t o l d ,  how r e l i a b l y  

I don ' t  know, t h a t  Cope--under--under t h e  p res su re  t h a t  kept  bu i ld ing  up and 



cons ider ing  p u b l i c  r e l a t i o n s ,  was recomending t o  h i s  own people t o  go along 

bu t  they turned him down. So he  had t o  i n s i s t  on a complete g randfa the r  

c l ause  on those  p r o p r i e t a r y  drugs now covered by paragraph (4).  As I have 

s a i d ,  we d id  n o t  go along wi th  t h a t  and t h i s  was never an agreezent  a s  t o  

t h a t  p a r t i c u l a r  paragraph, paragraph ( 4 ) .  But t h e  committee--the fu l l - - the  

Executive Session--and w e  were present  (loud chuckle)--&went along with 

t h e  p r o p r i e t a r i e s  on t h a t .  

M: So they did g e t  t h e  f u l l  g randfa ther  c lause .  

E: Yes. Yes, f o r  t h e  drugs f a l l i n g  under paragraph (4 ) .  

M: And %makes them d i f f e r e n t  from t h e  e t h i c a l  drugs ,  does i t  n o t ?  

E: Ne l l ,  I =--while i t  doesn ' t  speak of e t h i c a l  o r  non-e th ica l  o r  

p r e s c r i p t i o n  drugs o r  non-, my understanding i s  t h a t  e i t h e r  a l l  o r  most of 

those  drugs t h a t  f a l l  w i t h i n  t h i s  complete grandfa ther  c l ause  are p r o p r i e t a r y  

drugs--not p r e s c r i p t i o n  drugs.  

M: So, whereas t h e  e f f i c a c y  c l ause  -can be  used t o  ca t ch  e t h i c a l  drugs be fo re  

1962, i t  cannot be used t o  ca tch  pa ten t  medicines be fo re  1962. 

E: Well, it can, under two circumstances. One, i f  i t ' s  a new t h i n g  of t h e i r s  

t h a t  comes--that they want t o  put on t h e  market and s u b j e c t  i t  t o  t h e  new drug 

procedure f u l l y .  Also, i f  they want t o  change t h e i r  l a b e l i n g  claims--they 

claim t h a t  i t ' s  good f o r  something e l s e  now, you know, they would have t o  

come under i t  because--uh (M: t h e  pa ten t  medicine)--yeah. And t h i r d l y ,  i f  

t h e  drug was ever  s u b j e c t  t o  t h e  new-drug procedure o r  was a me-too drug. I 

keep r e f e r r i n g  t o  "me-toos" because of t h e  r e c e n t  c l a r i f y i n g  Supreme Court 

dec is ions .  

M: But a s  I--as I understand what you're t e l l i n g  me, e t h i c a l  drugs be fo re  

-
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e f f e c t i v e  f o r  i ts  proposed use ,  coupled with a c t u a l  use  t o  a m a t e r i a l  

ex ten t  o r  f o r  a  m a t e r i a l  t i n e  o t h e r  than merely i n  s c i e n t i f i c  i n v e s t i g a t i o n .  

This  is t h e  cu r ious  t h i n g  and I don' t  l i k e  i t  myself.  I mean, I th ink  t h a t  

t h e  law should be  f a r  broader.  You see ,  i n c i d e n t a l l y ,  t h e  new-drug provis ions  

of t h e  law were not  i n  t h e  b i l l  t h a t  was before  Congress i n  1938, a s  p a r t  of --
$ 

the  Food and Drug Amendments. What happened when t h e  food and drug b i l l  was 2 

0 
0 

pending i n  Congress--there was t h e  E l i x i r  Sulfani lamide episode  and new 
P 

S 
E 

l e g i s l a t i o n  was introduced--independent of t h e  then  e x i s t i n g  Food and Drugs s 
Act and independent of t h e  proposed FD&C Act--to r e q u i r e  premarket clearance 

c, 

? 
of new drugs. But even tua l ly ,  somebody suggested--'well, i t  ought t o  be p a r t  

S 

a 
of t h i s  b i l l . '  And s o  i t  was put  i n t o  t h e  b i l l  t h a t  was t o  become t h e  Federal  3 

5 

Food, Drug, and Cosmetic Act before  i t  w a s  passed by Cono,ress. And, i t ' s  2 
E 
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because of t h i s  h i s t o r i c a l  acc ident  I would say ,  t h a t  i t  rea l ly- - the  way i t  <4 
0 

was d r a f t e d  doesn ' t  q u i t e  f i t  i n t o  t h e  p a t t e r n  of t h e  rest of t h e  Food and g
0 
9. 

Drug Act.  I f  i t  had been d r a f t e d  o r i g i n a l l y ,  i t  would have s a i d  t h a t  a  new D 

0 

drug--defining i t - - t h a t  h a s n ' t  c l ea red  through t h i s  procedure s h a l l  be deemed 

5. 
% 
3 

t o  be a d u l t e r a t e d .  And then a l l  t h e  o the r  p rov i s ions  would have f a l l e n  i n t o  
C 

% e
place .  But i t  d i d n ' t  say  t h a t .  It  j u s t  p roh ib i t ed  t h e  shipment of such a  5 
B 
0drug i n  i n t e r s t a t e  commerce u n l e s s  c e r t a i n  requirements  were met. And t h e  < 
0 

d i f f e r e n t  provis ions  of the  b i l l  had t o  be amended t o  f i t  i n t o  t h i s ,  you see .  2 n 
2.= 

When we d r a f t e d  amendments f o r  cosmetics and t h e r a p e u t i c  devices  f o r  pre-market ? 

'$ 
c lea rance ,  w e  d i d n ' t  fo l low -t h a t  "new drug" pattern--we followed t h e  genera l  z 

D 

p a t t e r n  I have mentioned as t h e  proper  one. So, a "new drug," under t h e  pre- 3 
P 

1962 d e f i n i t i o n ,  was one--leaving a s i d e  t h e  pre-1938 ones--that e i t h e r  was 

n o t  gene ra l ly  recognized, among s c i e n t i f i c  e x p e r t s ,  a s  s a f e  under t h e  condi t ions  

of use recommended o r  suggested i n  its labeling--or t h a t ,  even though i t  has 

become s o  recognized a s  t h e  r e s u l t  of  i n v e s t i g a t i o n ,  h a s n ' t  been i n  a c t u a l  

use under those condi t ions  f o r  a  m a t e r i a l  per iod  of t ime,  except  i n  i n v e s t i g a t i o n a l  



use--in other words, in research--experimental use. The 1962 amendments to 


the definition added a reference to effectiveness each time safety is referred 


to in the definition. 


M: Yes. It seems like a very broad definition on the one hand-- 

E: Well, it is broal. It is broad at the be~inning, but not after a drug 

has been on the market for a while. Assume that it's gone through the new 

drug procedure after 1962, right? 1t's been cleared. Say 10 years pass or 

15 years pass, and z i t  &generally recognized among experts as safe and 

it certainly has been in use for a substantial period of time other than 

merely in investigational use. So it's no longer a new drug. And -that means 
that none of the provisions of the new-drug safeguards, for instance the 

requirement for reports about adverse experience, can any longer apply to 

that drug. Moreover, it seems to me that a drug universally regarded as 

safe, and thus no longer a "new drug" may be found to be unsafe later and 

thus again be a "new drug." It doesn't make any sense, does it? A drug 

can be a new drug for a long time because I think the FDA has taken the 

position--and I think the courts have probably sustained it--that if there's 

a disagreement, let's say between the scientists of the Department and other 

scientists--in other words, a difference of opinion, then, it's not generallv 

recognize~d among experts as safe. Now this same provision now applies to 

efficacy, you see, so far as the definition is concerned. So it isn't as 

wide open as one might think, yet there are no objective criteria that one 

can point to as to when a drug ceases to be a "new drug." 

M: And that's why it's so difficult to grasp what a new drug is-- 


E: If you want to find out whether something is still a new drug, I think, 


the only safe thing is to ask the Food and Drug Administration. So there have 




been ins t ances  where t h e  manufacturer says t o  t h e  FDA, 'Well, I t h i n k  i t ' s-

no longer a  new drug. My drug, the re fo re ,  i s  not  s u b j e c t  t o  premarket 

clearance.  I f  you don ' t  agree ,  sue me.' I t ' s  screwy, y'know. And u n t i l  

r e c e n t l y  t h e  Government might have the  burden of showing de novo i n  court  

t h a t  t h e  c r i t e r i a  of t h e  new-drug d e f i n i t i o n  a r e  m e t .  However, t h e  Food and 

Drug Administration under t h e  more recent  p o s i t i o n  they 've  taken, and t h i s  

has  been sus ta ined  by the  Supreme Court, can by a dec la ra to ry  order  decide 

whether a  drug & a "new drug," subjec t  t o  d i r e c t  j u d i c i a l  review on the  

record.  Also, i n  a  proceeding on a new-drug a p p l i c a t i o n  (NDA), t h e  FDA has 

j u r i s d i c t i o n  t o  ad jud ica te  t h e  s t a t u s  of the  drug as a "new drug." The f i r s t  

a l t e r n a t i v e  at  l e a s t  i s  something novel.  It used t o  be  thought t h a t  i f  the  

drug manufacturer did t ake  a d e f i a n t  s t and ,  t h e  Government would a c t u a l l y  have 

t o  go t o  cour t  and g e t  an i n j u n c t i o n  o r  o ther  remedy on t h e  ground t h a t  the  

drug a new drug and h a s n ' t  gone through t h e  new-drug procedure, and t h a t  -
would be a  de novo proceeding and the  cour t  might f i n d  otherwise--or a  jury ,  

0 

even. So 9, I th ink  t h e  FDA i s  i n  a much b e t t e r  position.g. 5.with these  dec i s ions ,  

a 
Z 
%. 
oM: So a new drug i s  v i r t u a l l y  what the  FDA says  i t  i s .  
e 
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E: Subject  t o  an opportunity f o r  a  hearing a t  t h e  admin i s t r a t ive  l e v e l  and <D 
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j u d i c i a l  review and so  f o r t h .  But i t ' s  an amazing thing--. So, t h i s  i s  an $ 
P 
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ex t rene ly  important and i n t e r e s t i n g  aspect ,  but--so this, coupled with the  -3 
rn 
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t r a n s i t i o n a l  provis ions  of the  1962 Amendments, has l e d  t o  thousands of drugs Z
! 

being reviewed f o r  e f f i c a c y  and gradual ly ,  more and more, t h e y ' r e  g e t t i n g  Z
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i n t o  the  over-the-counter drugs, a l so .  They must be ones t h a t  have been 

new drugs, I th ink ,  o r  me-too drugs. 

E f :  I mean--I mean, t h a t  would be  abs--unbelievable! I f  e f f i c a c y  was r e a l l y  

appl ied  t o  pa ten t  drugs.  (E: W e l l ,  I th ink  it--) Holy smokes! Can you 

imagine--! 



E: Well, i t  c e r t a i n l y  does t o  new ones. 

M: To new ones--since '62? 

E :  Oh, no question-- 

M: No ques t ion  about that-- 

E: J u s t  a s  i n  t h e  case  of s a fe ty .  Except f o r  t h e  pre-'38 ones where they 

never  changed t h e  l a b e l i n g  claim. 

M: I know. But can you imagine i f  t h e  l e g i s l a t i o n  was attempted before  1962 

t o  prove e f f i c a c y  of pa t en t  drugs. I b e t  they would f i g h t  t h a t  jost too th  

and n a i l !  

E: Before '62--? Even a pre-1962 (post-1938) p ropr i e t a ry  drug t h a t  had been 

a "new drug" a t  any t i m e  be fo re  t h e  1962 amendments o r  a  me-too drug, would be 

only under t h e  t r a n s i t i o n a l  provis ions  and not t h e  grandfa ther  c lause .  

M: Before '62--huh! 

E: Yes. Well, somehow o r  o t h e r ,  I th ink  t h a t  Kefauver d i d n ' t  r e a l i z e  t h e  

impl i ca t ions  and r ami f i ca t ions  of t h i s  s u b j e c t  t o  s t a r t  wi th .  I n  genera l ,  

he had t r i e d  t o  l i m i t  h i s  b i l l  t o  p r e s c r i p t i o n  drugs because h i s  hearings-- 

investigations---were r e l a t e d  only t o  t h a t .  (M: Right.) But -t h a t  provis ion  

was n o t  thus  l i m i t e d  and so--

M: As I s a i d  before ,  I th ink  i t ' s  amazing t h a t  you go t  coverage of pa t en t  

medicine a t  a l l .  (E: Yes. But why not  c a l l  them over-the-countel! drugs (OTC)? 

The term "patent medicine" may have a  connotat ion of quackery.) 

E: Well, we a l s o  got  i n  a "good manufacturing" provis ion  t h a t ' s  not  l i m i t e d  

t o  p r e s c r i p t i o n  drugs. 



M: Tha t ' s  i n t e r e s t i n g .  

E: Now. Another important t h ing  t h a t  came up--shall I go on? 

M: Go ahead. 

E: This  i s  a copy of--I t h ink  t h a t ' s  t h e  kind of paper used on t h e  H i l l .  

( r u f f l e s  paper) It b e a r s  a penci led no te  t h a t  s ays  "Factory Inspect ion."  

And i t  says  he re  i n  my handwriting, 'Agreed t o  i n  p r i n c i p l e  between Cohen, 

Katzenbach, and o the r  s ide . '  

M: Uh-huh. 

E: It looks l i k e  nothing he re ,  but  i t 's important.  There were % things.  

One, w a s  on t h e  ques t ion  of how f a r ,  i f  at  a l l ,  HEW--Food and Drug--should 

be ab le  t o  concern i t s e l f  with t h e  q u a l i f i c a t i o n s  of personnel  i n  drug 

fac tor ies - - in  drug manufacturing establ ishments .  Now, i n i t i a l l y ,  i n  our 
d r a f t  of t h e  good manufacturing p r a c t i c e  provis ion ,  which you w i l l  n o t i c e  

i n  H.R. 11581, we had s p e c i f i c a l l y  r e f e r r e d  t o  personnel a s  we l l  a s  con t ro l s  

and s o  f o r t h .  I n  our  f a c t o r y  in spec t ion  d r a f t ,  while  n o t  expresslly mentioning 

personnel  q u a l i f i c a t i o n s ,  t h e  language was broad enough t o  cover ahem. The 

PMA lawyers were adamant and a t  f i r s t  succeeded on n o t  mentioning personnel  

i n  t h e  good manufacturing p r a c t i c e  provision.  And, a s  you may r e a a l l ,  they 

a l s o  succeeded i n  having personnel  d a t a  express ly  excluded from t h e  f i r s t  

repor ted  ve r s ion  of t h e  Senate b i l l ,  t h e  Kefauver b i l l ,  of t h e  broadened 

f a c t o r y  in spec t ion  provis ion  wi th  r e spec t  t o  p r e s c r i p t i o n  drugs. So on t h i s  

t h e r e  was hard bargaining.  I t h i n k  t h i s  may have been one of t h e  occasions, 

i n  t h e  post-thalidomide phase, when Katzenbach went i n t o  another  a f f i c e  wi th  

t h e  indus t ry  people and re turned  wi th  a compromise t o  which Cohen agreed. The 

comprorcise i n  p r i n c i p l e  was t o  qua l i fy  t h e  exc lus ion  of personnel  d a t a  i n  
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t h e  f a c t o r y  in spec t ion  provis ion  by permi t t ing  in spec t ion  of 'da ta  a s  t o  

q u a l i f i c a t i o n s  of t echn ica l  and p ro fes s iona l  personnel  performing funct ions  

sub jec t  t o  r egu la t ion  under t h i s  a c t . '  (I l a t e r  de l e t ed  t h e  re ference  t o  

r egu la t ion  i n  pe r fec t ing  t h e  d r a f t . )  So t h e  idea  was, although not  

expressed t h e  way I would have p re fe r r ed  t o  express  it--I don' t  l i k e  the  

1 performing' phrase--was t h a t  t h e r e w e  could look at  t h e  personnel  q u a l i f i c a -  

t i o n  d a t a  r e l a t i n g  t o  t e c h n i c a l  and p ro fes s iona l  personnel.  A t  t h e  same 

time--this doesn ' t  appear i n  t h e  paper I ' m  looking at--in t h e  good manufac- 

t u r i n g  p r a c t i c e  paragraph, although n o t  r e f e r r i n g  express ly  t o  personnel,  

a f t e r  saying t h a t  a drug would be  deemed adu l t e ra t ed  i f  t h e  methods used i n ,  

o r  t h e  f a c i l i t i e s  o r  c o n t r o l s  used f o r ,  its manufacture, process idg ,  packaging, 

o r  holding, d i d  not  conform t o  cur rent  good manufacturing p r a c t i c e ,  t h e r e  was 

i n s e r t e d  a phrase t h a t  would deem a drug adu l t e ra t ed  i f  those methods, 

e t c . ,  were not  'operated o r  administered i n  conformity wi th '  cu r ren t  good 

manufacturing p r a c t i c e .  That phrase was intended t o  enconpass personnel ,  

key t echn ica l  and p ro fes s iona l  personnel,  and t h i s  is s o  s t a t e d  i n  the  r e p o r t  

on t h e  House ve r s ion  of t h e  b i l l .  The House Committee embraced t h i s  provis ion  

i n  t h a t  respec t .  So t h a t  was one hard fought worked out  compromise, with 

Katzenbach and Cohen being i n  on t h a t  and being ins t rumenta l  on t h a t .  

Another one on f a c t o r y  in spec t ion  was on t h e  same paper bearing my no ta t ion  

about agreement i n  p r i n c i p l e  between KatzenbachJCohen and t h e  "other  s ide."  

Research d a t a  were among t h e  th ings  t h a t  had been excluded from the  f ac to ry  

in spec t ion  scope f o r  p r e s c r i p t i o n  drugs i n  t h e  f irst  ve r s ion  t h a t  was repor ted  

out  of t h e  Senate Committee--any d a t a  r e l a t i n g  t o  research .  And it was agreed 

a s  noted on t h a t  paper, t h a t  =would be  changed t o  read  ' reseaach d a t a  

(o the r  than  d a t a  s u b j e c t  t o  r epor t ing  and inspec t ion  under t h e  [new-drug 

provis ions  o r  a n t i b i o t i c s  of t h e  Act). '  And I th ink ,  a t  my urging,  

t h a t  l i m i t a t i o n  on t h e  exemption of  r e sea rch  d a t a  was enlarged a  b i t  even, s o  



as  t o  cover also other drug data  tha t  would have been subject t o  reporting 

and inspection under the new-drug section i f  the drugs involved were new 

drugs. It 's a l i t t l e  complicated. 

Those were very important matters. I 've  already covered the very 

important t rans i t iona l  provisions on new-drug efficacy. Now, l e t ' s  see -

5 

whether there were other things i n  the factory inspection provisions that  
2 
0 

we worked out. 
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M: Were any of the Kefauver people involved a t  t h i s  stage of the game? o 
% 
3 

E: Yes. You see,  i n  a l l  t h i s  second phase, Kefauver's man, Blair ,  was 
0 
e 
I 

present. And cooperating, collaborating, as  pleased as  can be (M: heh)--and 
3 

t h i s  2 

--this i s  a l l  tha t  was needed to--. And when you look--read the debates and 

how complimentary Kefauver was about a l l  the cooperation--and so f 'orth. Some 

of the things he would have c r i t i c ized  before were a l l  r ight  now, you see. 

M: Hmmm. Well, what do you think made the--made the change? 

E: The f a c t  tha t  he was being brought i n to  the thing--he wasn't e~c luded  

from having h i s  own b i l l  under negotiation. 

M: Hmm. So but obviously they must have been i n  a more concil iatory mood-- 

(E: Well of course!)--Kefauver and Blair .  

E: But yes. 

M: Yeah. I wonder--

E: I think i f  t h i s  had been done i n  the f i r s t  instance it might have resulted 

i n  a qui te  d i f fe ren t  history.  I ' m  not sure  it would have ended up be t te r .  But 

f o r  thalidomide it probably would not have. 



M: I think Sonosky suggests tha t  Blair  and, well mostly Blair ,  f i na l ly  

began t o  rea l ize  t ha t  you people weren't t he  enemy. 

E: oh! I think t h i s  i s  very true.  Very t rue.  (M: yeah) 

E: In  connection with the matters tha t  we negotiated i n  the second phase 

i n  Senator Eastland's o f f i c e - n o t  i n  h i s  presence but i n  the presehce of the 

Committee s t a f f ,  including D r .  Blair  and including s t a f f  f o r  Senator Dirksen 

and Senator Hruska--with =people on the one s ide  and the industry, the  

Pharmaceutical Manufacturers Association, on the other, a subject of 

negotiation was the def in i t ion  of substant ia l  evidence of effectiveness.  

I have not,  have I? 

M: You touched on i t .  But maybe you need to--

E: Well maybe I ought t o  mention t h i s  f i r s t .  Urn--if i t ' s  a l l  r igh t  t o  

cross tha t  with the other? 

M: Sure. 

E: Idon't r e c a l l  who came out with the f i r s t  d r a f t  of the  def in i t ion .  Well, 

l e t ' s  see. There was an industry d ra f t  ( ruf f les  papers) on effectiveness that  

we rejected.  The industry d ra f t  was, I think, a counterdraft t o  one by Blair  

tha t  I 'll mention presently. I n  l i e u  of a def ini t ion,  the industry draf t  

would have required refusal  of new-drug clearance i f  ' there i s  a lack of 

substant ia l  evidence tha t ,  i n  adequate and well-controlled c l i n i cq l  invest i -  

gations, experts qualif ied by s c i e n t i f i c  training and experience t o  evaluate 

the effectiveness of such drug, have f a i r l y  and responsibly concluded that  the 

drug w i l l  have the e f fec t  i t  purports o r  is represented to  have u n b r  the 
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E: And I had t o l d  you about a f t e r  t h i s  blow-up, how n i c e  he  was oo me. 

(M: yeah) Even though -I was ashamed t o  have l o s t  my temper. 

M: Was this about t h e  rime of t h e  blow-up? Was t h e  blow-up i n  t h e  second 

phase of the--

E: Even l a t e r .  The blow-up was i n  t h e  morning of  t h e  day on whiah t h e  

conference between House and Senate w a s  t o  start--was t h e  conference t o  s t a r t  

a t  10 i n  t h e  morning o r  a t  1 i n  t h e  afternoon?--I 've fo rgo t t en .  Bhrt E w e r e  t o  

meet--1 th ink  a t  9 o r  g i n  t h e  morning--we were t o  meet around t h e  table-- 

w e ,  I mean %peop le  and--uh-not t h e  Food and Drug Administrat ion people-- 

they, I th ink ,  were n o t  present--Jerry Sonosky, I th ink ,  was--but, I ' m  not  

even s u r e  of ---but I was t h e r e  c e r t a i n l y .  And t h e  Senate s t a f f  people, 

inc luding  D r .  B l a i r ,  and t h e  lawyers f o r  t h e  Pharmaceutical Manufacturers 

Associat ion.  I suppose Ed Foley must have been s i t t i n g  t h e r e ,  too. And we  

went over d i f f e r e n t  t h i n g s  t r y i n g  t o  r econc i l e  them--to t r y  t o  a r r i v e  a t  

last-minute--see what w e  could agree t o  t h a t  was s t i l l  not  i n  agreement. 

And--uh--and Jwanted t o  b r ing  up something i n  r e l a t i o n  t o  t h e  nomenclature 

provis ions ,  t h e  s t anda rd iza t ion  of  drugs. This was on a Monday, I th ink .  

The previous day, Sunday, I had ta lked  wi th  Marshall  Hornblower on t h e  phone 

because they had a ve r s ion  of t h e  nomenclature provis ions  and I wanted t o  

t r y  t o  p o i n t  o u t  some of t h e  d r a f t i n g  bugs i n  t h a t .  And he  and I aame t o  an 

agreement on that--over t h e  phone--and t h e  understanding was t h a t  uhe nex t  

day they  would have it typed--I would have it--and g o t t e n  t o  t h e  conference. 

But a t  t h e  Monday meeting I couldn ' t  g e t  a word i n  edgewise--Blair kept  on 

t a l k i n g .  And he was t a l k i n g  about something t h a t  had a l ready been resolved.  

I f  he'd only let me mention my point--and f i n a l l y ,  a s  I say,  I blew up and 

shouted a t  t h e  top  of my voice ,  ' W i l l  you l i s t e n  t o  me!' (M: chuckle) And 



-t h i s  i s  when a hush f e l l  over t h e  room and--uh--everybody was--I think--

embarrassed. I was. And I s t a r t e d  g e t t i n g  a heart--my angina p e e t o r i s  

h e a r t  s e i zu re .  So I--subsided, too. But I a l s o  apologized and s a i d  that-- 

uh--not t h a t  I was ---I was only wrong i n  l o s i n g  my temper. But he was 

j u s t  as g e n t l e  and n i c e  t o  me--not only on t h a t  occasion a f t e r  t h a t  moment, 

but  i n  t h e  f u t u r e ,  and i n  any subsequent dea l ings  I had with him before  t h a t  

t h ing  became law and maybe af terwards.  Very pleasant .  

-M: That ' s  a g r e a t  s to ry .  

E: Pardon? 

M: Tha t ' s  a g r e a t  s to ry .  

E: It 's t r u e .  I was--as I say,  I was ashamed, and s t i l l  am, because I don ' t  

l i k e  t o  l o s e  my temper. 

END OF CLOSED PARAGRAPHS 




condi t ions  of use prescr ibed ,  recommended o r  suggested i n  t h e  proposed 

l a b e l i n g  thereof . '  Well, we r e j e c t e d  t h i s  p a r t i c u l a r  vers ion ,  and I th ink  

t h e  primary reason was t h a t  i t  d i d n ' t  r e a l l y  def ine  what s u b s t a n t i a l  evidence 

= b u t  r a t h e r  what i t  was t o  be about. A l l  i t  c a l l e d  .for was s u b s t a n t i a l  

evidence t h a t  expe r t s  had reached these  conclusions f a i r l y  and responsibly.  

-S t i l l ,  t h i s  i s n ' t  f a r  from t h e  ve r s ion  t h a t  we f i n a l l y  came up with,  but  

I th ink  t h e  other--the ve r s ion  w e  f i n a l l y  came up wi th  i n  t h e  g ive  and take  

of  d iscuss ion  is somewhat b e t t e r  although, i f  I w e r e  d r a f t i n g  i t  troday, I 

th ink  I could perhaps much improve on it .  But I do remember, f o r  i ts  i n t e r e s t  

t o  you--one th ing  how t h i s  came up exac t ly .  It came up i n  these  degot ia t ions- -  

and I th ink  even Wilbur Cohen and Katzenbach may have been p resen t  a t  t h a t  

moment--but they may n o t  have been--I don ' t  remember. But D r .  Blair--John 

Blair--came up wi th  a  ve r s ion  i n  which he  proposed something c l o s e  t o  t h e  

d e f i n i t i o n  w e  now have. And I remember t h a t  he p a r t i c u l a r l y  had i n  t h e r e  

a requirement of well-controlled--he s a i d  they must be well-contralled-- 

i nves t iga t ions .  I n  f a c t ,  a s  I have s a i d ,  I th ink  t h a t  t h e  indus t ry  d r a f t  

I have j u s t  read  from was probably i n  response t o  what B l a i r  had aome up with.  

But,  w a y ,  I remember saying  t h a t  it was f i n e  t o  r e q u i r e  well-control led 

i n v e s t i g a t i o n s  but  they might s t i l l  not  be adequate. And I sugges~ted adding 

a requirement t h a t  t h e  i n v e s t i g a t i o n s  be adequate. Blair se i zed  on this--

IYes, w e  must have adequate and well-control led inves t iga t ions ! '  This  is how 

i t  evolved. So, a s  I s a i d ,  I be l i eve  t h a t  t h e  B l a i r  d r a f t  we were d iscuss ing ,  

but  amended t o  inc lude  t h e  requirement of adequacy a s  I had suggeseed, then  

preceded t h e  indus t ry  d r a f t  because t h e  l a t t e r  has  both of those concepts i n  

i t .  And t h e r e  was considerable d iscuss ion  back and f o r t h  and t h a t  was a  

very important p a r t  of t h e  discussion--and p a r t  of t h e  g ive  and take  i n  t h e s e  

nego t i a t ions  on what was meant by s u b s t a n t i a l  evidence of  e f f ec t iveness .  And 

t h a t ' s  considered i n  t h e  r ecen t  Supreme Court dec i s ions  because t h e  Food and 



Drug Administration has  i ssued  r egu la t ions  as t o  what is c a l l e d  f b r .  And t h e  

v a l i d i t y  of those  r egu la t ions  has  been sus ta ined .  

Inc iden ta l ly ,  i t  was agreed t h a t ,  cont rary  t o  t h e  committee's e a r l i e r  

dec i s ion ,  t h e  d e f i n i t i o n  of a  new drug should a l s o  be  amended t o  inc lude  

the  concept of e f f ec t iveness .  

But coming back now t o  the--we were nego t i a t ing  t h e  grounds $or with-

drawal of approval  of a  new drug. And, a s  you w i l l  r e c a l l ,  i n  t h e  e a r l i e r -  

repor ted  ve r s ion  of t h e  b i l l ,  i n  t h e  provis ions  on withdrawal of approval,  

t h e  Committee had put  i n  t h e  e f f i c a c y  mat te r ,  and they had put  i n  a  provis ion  

t h a t  approval  could be withdrawn a l s o  i f  t h e  l a b e l i n g  of t h e  drug was f a l s e  

o r  misleading i n  any p a r t i c u l a r .  We had g o t t e n  t h a t  i n t o  t h e  g r o w d s  f o r  

denying approval  i n  t h e  first ins t ance ,  s o  i t  was put  i n t o  t h e  withdrawal 

grounds a s  a  counterpart .  And a l s o  the  provis ion  f o r  withdrawting approval 

i f  t h e  new-drug app l i ca t ion  contained an unt rue  s tatement  of ma te r i a l  f a c t .  

Now, we proposed i n  t h e  amendments submitted by t h e  Pres ident  wi th  h i s  l e t t e r  

of August 3rd,  w e  wanted t o  g e t  c e r t a i n  a d d i t i o n a l  grounds f o r  withdrawing 

approval.  These included,  a s  s t a t e d  i n  t h e  P res iden t ' s  Amendment No. 4 ,  any 

f a i l u r e  t o  maintain records and make r e p o r t s  i f  requi red  by t h e  Secre tary  

under a u t h o r i t y  o f  another  provis ion  i n  t h e  b i l l ,  and any f a i l u r e  t o  maintain 

requi red  q u a l i t y  manufacturing con t ro l s .  And -was t h e  sub jec t  of 

considerable d iscuss ion  a t  t h e s e  meetings. Also included was an amendment 

t o  suspend approval  pending a  hearing t o  withdraw approval,  i f  the  Secre tary  

found t h a t  t h e r e  was an imminent hazard t o  t h e  pub l i c  h e a l t h .  So the  indus t ry  

lawyers submitted a long counterdraf t ,  dated ~ u ~ u s t  l b t h ,  f o r  a d d i t i o n a l  grounds 

f o r  withdrawal of approval ,  o r  f o r  suspension before  a hear ing .  Well, -t h i s  

was n o t  q u i t e  s a t i s f a c t o r y .  I n  part it went i n  a  d i r e c t i o n  t h a t  seemed 

reasonable t o  m e ,  i n  seeking t o  m i t i g a t e  t h e  unqua l i f i ed  harshness of our  

d r a f t  of a d d i t i o n a l  withdrawal grounds. For ins tance ,  suppose t h a t  t h e  



l a b e l i n g  of t h e  drug were f a l s e  and misleading i n  some p a r t i c u l a r .  Under 

our  d r a f t  we could then  withdraw approval of t h e  new drug. That would mean 

p u t t i n g  t h e  man out  of business--just on t h a t  one thing--if t h a t  were t h e  only 

cor rec ted  wi th in  a reasonable 2 

drug,  a t  least--out of bus iness  f o r  t h a t  drug. On t h e  o t h e r  hand, t h e  indus t ry  
n 

went too  f a r  t h e  o t h e r  way. With respec t  t o  any o r  a l l  a d d i t i o n a l  withdrawal $-
5 

grounds, it would have permi t ted  withdrawal a c t i o n  by t h e  Secre tary  only i f  t h e  2 
D 
0 

a c t  o r  omission involved (a) was w i l l f u l  o r  g ross ly  negl igent  and c rea t ed  a 
a 
i 
2 

s u b s t a n t i a l  hazard t o  pub l i c  h e a l t h ,  o r  (b) was not  
0 
a 


time. We i n s i s t e d  on d i f f e r e n t i a t i n g  between t h e  d i f f e r e n t  types  of v i o l a t i o n  

involved and appropr i a t e ly  a d j u s t i n g  t h e  withdrawal sanc t ion  t o  each. Indus t ry  

agreed. The compromise i s  t h e  p resen t  wording of t h e  second sentence of s e c t i o n  

505(e) of t h e  Act. To reach f u l l  agreement on those  provis ions  t h e r e  were 

perhaps hours of d i scuss ion  and much g ive  and take  on t h e  part icul lar  provisions.  

That nego t i a t ion  I had wi th  t h e i r  lawyers--maybe J e r r y  was i n  on t h i s ,  but  I 

doubt t h a t  Cohen and Katzenbach were even t h e r e  a t  t h a t  poin t .  I ' m  not  sure .  

But what was eventua l ly  hammered out  was acceptable  and f a i r ,  I th tnk ,  t o  

both  s i d e s .  I have a "clean" indus t ry  d r a f t  of t h e  nex t  day, August 17 ,  t h a t  

we discussed and on which I noted a couple f i n a l  suggest ions.  

The i n d u s t r y ' s  coun te rd ra f t  a l s o  included provis ion  f o r  summary suspension 

of approval of an NDA i f  t h e  Secre tary  found an imminent hazard t o  the  pub l i c  

hea l th ,  but  i t  was s o  hedged about wi th  procedural  q u a l i f i c a t i o n s  as t o  be 

unacceptable.  The Committee eventua l ly  gave t h e  Secre tary  t h e  a u t h o r i t y  we 

wanted, but  it was made nondelegable a t  Senator  Eas t land ' s  ins i s te r ice .  

I n c i d e n t a l l y  I remember t h a t  on t h e  Sunday t h a t  was, I th ink ,  t h e  day 

before  t h e  Monday conference we were s t i l l  working on--Marshall Hornblower 
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E: I--heh--I (small chuckle) was a l i t t l e  amused by one th ing .  I don ' t  r e c a l l  

t h e  exac t  d e t a i l ,  bu t  I know i t  was on &--Lloyd Cut le r  had s l ipped  up on 

something and he  thought he  was catching me on something. I w a s  proposing 

something which I thought was h e l p f u l  t o  them, you know, and he cu t  i n  sharp ly ,  $" 
and I s a i d ,  'Well, i f  you want t o  have i t  your way t h a t ' s  a l l  r i g h t  wi th  me.' 

5 

2 
1So (chuckle) t h e  people wi th  him nudged him (both chuckle)--he was caught on i 
"' 

t h a t  a s  a matter  of f a c t !  I th ink  he was somewhat embarrassed the re .  z 
D 


3 


M: I n  o the r  words, he  was advocating something the-- 9 
e 

z 

% 

E: Yes. I was r e a l l y  being fair, I f e l t ,  and suggest ing something on $ 

-t h e i r  s ide .  

END OF CLOSED PARAGRAPH 



and I, in that Committee office--fixing drafts up for the conference. And 


I remember he asked me to draft certain provisions, just leaving it to me, 


trusting me. In other words, there was built up, between him and me, a degree 


of mutual trust, reliance on each other's professional integrity. And in fact, 

n a 

it was on that Sunday afrernoon, I think, that I then called him, trying to 3-
7 

get agreement to change the standardization-of-names provision, and I explained 2 
X
Bit and he agreed that it was technically much better myway than uhe version 3 
E a 


then in the bill. And he said, 'Well, let's have it typed tomorrow morning o
3 

0= But 2
and sent over to the Conference Committee and then we'd get it a!' 

-

the next morning, because of delay caused by Blair at a meeting pneceding 
 2= 
the Senate-House Conference, I could not get it done in time. We were standing 2 

w 

3. 
s 


outside the conference room, and it wasn't coming and I was fretting, and when > 
2 


eventually it arrived, the copies were still all wet--I don't knom what kind 5 

0 


of duplicating process was used--and there wasn't any possibility of getting : 
B 
I. 
2the matter corrected anymore. So I think this is why we have a provision in 
 g!
3. 


the law now that isn't as good as it would have been--as simple as what we 3 

5could have had on standardization of names. 
 E 
3 
0 

On factory inspection--here's an August 16th draft--this was after c 

D
4<earlier discussions--I have here on top, 'Agreed to by Mr. Cohen' and I have 
 0 

:'OK-T.E. ' here. This is the provision, I think I already mentione@, that ng. 

0 

modifies the earlier escape hatches from the factory inspection authority 
 ? a
that had been in the earlier version of the bill. It now would permit us 
 0 
to look at qualifications of technical and professional personnel performing 
 5P 


functions subject to the Act, and would permit us to look at research data 


relating to new drugs and antibiotic drugs that are subject to the record 


and reporting requirements authorized under other parts of the bill, and 


-other drugs that, if they had been new drugs, would be subject to the same 
requirements. So that this was agreed to, I see, by Cohen. It might be of 




i n t e r e s t .  And w e  agreed t h a t ,  i n  order  t o  preclude any rol l -back of any 

e x i s t i n g  a u t h o r i t y  t h a t  might arguably flow from a r eve r se  in fe rence  from 
0 

t h e  a d d i t i o n a l  i n spec t ion  a u t h o r i t y  w e  were g e t t i n g ,  t h e r e  should be a 

s e n t e n c e . t o  prevent  t h a t .  So, I j u s t  have a  no te  here ,  'No r o l l  back. '  And 

t h a t  was added, you know, in--in good language. And also, another  th ing  

t h a t  I had pu t  i n t o  our b i l l  on t h e  House s i d e ,  and t h a t  was agreed t o  h e r e  

and put  i n t o  e f f e c t ,  was t o  au thor i ze  cour t s  t o  i s s u e  an i n j u n c t i a n  i f  a 

person refused  us admission t o  in spec t  t h e  premises. Under pre-eldisting 
0 

law, t h e  only sanc t ion  i n  such a  case was cr iminal  prosecut ion.  m e r e  was 

an express  provis ion  i n  e x i s t i n g  l a w  p r o h i b i t i n g  an i n j u n c t i o n  i n  such  cases.  

With t h e  amendment we could, by j u d i c i a l  command, g e t  i n  thehe without  
0 

having t o  put  a  man through cr iminal  prosecut ion ,  without  having t o  go t o  

c r imina l  cour t  and maybe--and maybe no t ,  g e t  an indictment .  Why t h e  

l i m i t a t i o n  was put  i n t o  t h e  o r i g i n a l  Act I don ' t  know.
0 

END OF REEL I1 - SIDE 4 

START REEL I11 - SIDE 1
0 

E: Here i s  an i n t e r e s t i n g  th ing .  Remember, we had some--I had had some 

d iscuss ion  about t h e  p r e s c r i p t i o n  drug adve r t i s ing  provis ions  t o  go i n t o  t h e  

b i l l ,  and t h e  f a c t  t h a t  t h e  Pres ident  had t r ansmi t t ed ,  as h i s  amenbent  number 6 

wi th  h i s  August 3rd l e t t e r ,  a vers ion  t h a t  had come from a Kefauver d r a f t  and 

t h a t  I had n o t  d r a f t e d ,  and t h a t  t h e  accompanying explanat ion  r e f e r r e d  t o  i t  

a s  a  provis ion  t h a t  'we f u l l y  suppor t , '  r a t h e r  than saying ' t h i s  i s  our0 
proposal . '  Well, I have h e r e  a  d r a f t  r e v i s i o n  of t h a t  proposal  which, I 

ga the r ,  was handed t o  us  by Senator  Eas t land ' s  s t a f f .  (M: Right . )  And I 

marked t h a t  up, I see, wi th  p e n c i l  no ta t ions  a l l  over  i t  t o  change, p a r t l y  t o0 
p e r f e c t  t h e  d r a f t  language and p a r t l y  t o  make subs tan t ive  changes. For example, 

I cu t  out  t h e  provis ion  t h a t  t h e  Secre tary ' s  r egu la t ions  could not  r e q u i r e  h i s  



prior approval of the particular text of any advertisement. I don't recall 


whether I made that last change on my own initiative--perhaps as a matter of 


legal interpretation--or otherwise. At any rate, my revision was then put in 


clean draft which I have here--with my interlineations Lnderscored. The 


proviso I had deleted is simply omitted from that revised draft. But anyway, 


I have a note on top of the clean draft that says, 'T.E.'s revision of 


Eastland's revision of President's proposal to Eastland.' And this is very 


nearly what finally went into the law, although there was some give and take 


between the House and Senate in Conference on this later on, the mbst important 
 0 
e 

change being adoption of a House proviso limiting to extraordinary circumstances $ 

S< 
the Secretary's authority to require prepublication approval of advertisements 5." 

5 

by him. But an important thing is--unlike the Kefauver version that the Z 
m 
E -
iPresident sent to Eastland--that this actually overrode, expressly, the 

0 


provisions on drug advertising in the Federal Trade Commission Act under the 5n 
8. 
2Wheeler-Lea Amendment, except that I got that modified to say that the FK Act 
 0 
2. 

was overridden only in respect to the matters specified in this new amendment za 
Z 

to the Food and Drug Act or covered by regulations of ours under it. And o%. 
a 

PL 

-that went into the final version. In my revision, I added another paragraph, c0 
D< 

a saving clause for proceedings that might already have been pendiqg or 0, 
I 

instituted under the Federal Trade Commission Act. But that was eziminated. &g. 
0 

There probably weren't any such proceedings anyway. m 

: 
% a 

I have no clear recollection about negotiations with industry lawyers 

L.


about extending the certification requirements of the law for certdin antibiotics p 

to antibiotics. For veterinary antibiotics, we lost on the finst try, won 

on the second go-around, lost in Conference. And that reminds me, at an 

executive session of the Committee during the second period, thev had Mr. 

Larrick up there, among others you know. He was &the room, in executive 

session, on the question of the antibiotic drugs. And there were two suggestions 

.. 



t h a t  he  personal ly ,  speaking f o r  t h e  Food and Drug people,  made a t  t h a t  

time. One was t h a t  even though w e  might have granted an exemption from t h e  

requirement of  c e r t i f i c a t i o n  of batches f o r  a  p a r t i c u l a r  a n t i b i o t i c ,  i f  a 

manufacturer neve r the le s s  wanted t o  ob ta in  c e r t i f i c a t i o n  of a  ba tch  o r  batches 

of t h e  drug--if he  appl ied  f o r  and met t h e  requirements f o r  c e r t i f i c a t i o n ,  $
* 
5 

-t h a t  ahould be  permit ted.  And secondly, t h a t ,  cont rary  t o  a  provis ion  t h a t  20 

a 

was i n  t h e  b i l l  as  o r i g i n a l l y  repor ted  ou t ,  no th ing  i n  t h e  Act should be i 

1 


deemed t o  prevent t h e  manufacturer o r  d i s t r i b u t o r  of an a n t i b i o t i c  from 
0z 

making a t r u t h f u l  s tatement  i n  l a b e l i n g  o r  a d v e r t i s i n g  of t h e  product as t o  3 

0 

I. 

whether i t  had been c e r t i f i e d  o r  exempted from t h e  requirement of c e r t i f i c a t i o n .  
z 
a 

The purpose of both of t h e s e  provis ions  was t o  somewhat p r o t e c t  sntall  manufac- 

3 
ot u r e r s  who couldn ' t ,  on equal  terms, f i n a n c i a l l y  and economically, compete 
I 

% 

with  t h e  b i g  people. And i f  a smal l  man, although h i s  product w a s  among ia 
0 

those  exempted by t h e  Secre tary  from t h e  requirement of ba t ch  c e r t i f i c a t i o n ,  5 
B 
9. 

wanted c e r t i f i c a t i o n  of h i s  product i n  order  t o  be ab le  t o  market i t  advantageous136' 
he  should be permit ted t o  get t h e  c e r t i f i c a t i o n  and t o  say s o  on l a b e l i n g  and 2.5 

3 

i n  adve r t i s ing .  And t hese  changes were accepted by t h e  Committee and they 5=. , 
asked f o r  language f o r  it. So, I s a i d  t o  Larr ick ,  'Well, you go ahead and 

D 
t 
0 
4 

cgive  them t h e  language on t h a t  one,' because I d idn ' t  know exac t ly  what he 
0, 
I 

wanted--it wasn't  as c l e a r l y  expressed i n  h i s  o r a l  s tatement  a s  I thought I &2. 
?needed--so FDA suppl ied  t h a t .  -That was language a c t u a l l y  prepared and submitted 
$ 

by t h e  Food and Drug people--sent t o  t h e  Committee. It may have been c leared  %D 

with  me, bu t  I d idn ' t  d r a f t  i t .  I? 

Now, t h i s  t akes  us  through t h e  execut ive  se s s ions  i n  t h e  second go-around. 

Then they repor ted  t h e  b i l l  ou t ,  you know. I n c i d e n t a l l y ,  I worked considerably 

wi th  Tom Col l ins  i n  g e t t i n g  th ings  prepared f o r  t h e  Committee, because he  had no 

background i n  t h i s  f i e l d  s i n c e  these  ma t t e r s  were n o t  w i th in  t h a t  committee's 

subject-matter  j u r i s d i c t i o n .  And he  i n v i t e d  me t o  work wi th  him on t h e  Committee 

:. 




r epor t .  Meanwhile, Sonosky was s i t t i n g  wi th  t h e  indus t ry  people. I don' t  

remember what -were working over. And, when t h e  indus t ry  people saw t h a t  

I was t o  work wi th  Tom Collins--I worked wi th  him at n i g h t  on that--they were 

a l i t t l e  d i s tu rbed ,  I th ink .  And--well, I d i d  two th ings .  One was, I c a l l e d  

Wilbur Cohen on t h e  telephone. By t h a t  t ime Sonosky was back t h e r e ,  I th ink .  

I may a l ready have mentioned this--what was happening--I t o l d  Wilbur t h a t  I ' d  

been asked t o  do t h i s  bu t  t h a t  I couldn ' t  s e rve  two masters.  And I s a i d  ' W i l l  

you r e l i e v e  m e  o r  r e l e a s e  me from any ob l iga t ion  t o  represent  youwhen I ' m  

working wi th  Tom Col l in s  on t h e  Committee r epor t ? '  And he s a i d ,  'Yes--go 

ahead.' ( laughs) (M: chuckle) And I had a l i t t l e  d i f f i c u l t  t i n e  because I 

was s i t t i n g  t h e r e  wi th  Tom at  n igh t ,  and I had, f o r  instance. ,  w r i t t e n  out  

something t h a t  was &, I thought,  bu t  I s a i d ,  'No, I t h i n k  you'd b e t t e r  

not  say t h i s . '  Because I was looking at  i t  from t h e  s tandpoin t  of 

Chairman and his r o l e  i n  r e l a t i o n  a l s o  t o  t h e  indus t ry  and Dirksen,  Hruska, 

and s o  f o r t h .  So I was t r y i n g  t o  b e  very  f a i r  from t h a t  s tandpoin t .  

E: Now. Here I have several--I 've made myself Xerox copies--sevetal changes 

proposed on va r ious  t h i n g s  i n  t h e  b i l l .  These were, I th ink ,  submit ted by 

industry--they're a l l  dated August 28th, after S.1552 had been passed by t h e  

Senate and while  H.R. 11581, toge ther  with t h e  Senate-passed b i l l ,  was s t i l l  

under cons idera t ion  i n  execut ive  s e s s i o n  i n  t h e  House committee. You w i l l  

no te  t h a t  t h e  two-page summary of t h e  8/28/62 proposals  r e f e r s  only t o  S.1552, 

whi le  t h e  13-page e l abora t ion  was addressed t o  both t h e  House and Senate 

ve r s ions  and might have been prepared t o  in f luence  House committee a c t i o n  as 

w e l l  a s  prepara tory  t o  Senate-House conference, I don ' t  know. 

BREAK 



THE FOLLOWING PARAGRAPHS ARE TO BE SEALED UNTIL 11/30/1984, INCLUSIVE 


E: Now, I might mention to you that, when the bill was about to go to the 


Floor--the second version of the bill--a speech was to be prepared for 


Eastland, and I think, in the first place, Tom Collins had been asked by 


Eastland to do this, and Jerry Sonosky had offered (chuckle), 'Let me help--' 


or 'Let me work on it.' You know. I don't know whether I heard ferry say 


this at the time, but I learned that the next morning at least--or that night, 


I believe. So we met again the next morning with Tom--about 9 in the morning 


or something like that--or before--and Jerry said he had sat up until 3 in 


the morning to write that speech. Did he say anything to you? (H: No.) 


And--uh--so we--we were about to start on it--going over it, what Jerry 


Sonosky had prepared, when suddenly a call came from the Chairman's office-- 


the Chairman wanted to see Tom Collins. So Tom went in and came back with a 


document--sort of crestfallen-and said--uh--'This is the speech Chat the 


Chairman told me to look over--this is the speech!' And what he had said to 


Tom was, 'See if there are any bugs in it.' Well, now, it seems Uo me a 


s

fair inference that Eastland didn't write it. I think it is also a fair inferenceg 


& 
that Staff didn't write it. And, finally, I think, it is a fair inference that 
 $

4 
the industry representatives--the Pharmaceutical Manufacturer's Association's 

< 
0 
5

lawyers-u written it. We looked it over; read it over. It was a fine job-- ng. 

D 

beautifully written, really very capably written--and there were anly one or 
 r 
5 

two places where we found some bugs in it. It was =the way Jenry and I 
 j 
would have wanted to see it written, but, really, it was a masterful job, I $ 
felt. And I think we -all recognized this! 

M: And, do you feel it was slanted towards the drug industry's point of view? 


E: Well. Of course it's a long time--I haven't (M: yeah) recently refreshed 


my recollection on that. I only remember how well-impressed I was as to the 




c a p a b i l i t y  of t h e  person who had w r i t t e n  it .  It wasn't  something t h a t  

was s o  f l a g r a n t  and open t h a t  w e  could t e a r  i t  t o  p ieces  a s  sometlhing 

obviously d i s t o r t i n g  and s o  fo r th .  You see. 

PI: But--but you c e r t a i n l y  th ink  t h a t  i t  was w r i t t e n  by the--uh--by Cut ler  

or--Hornblower or--

E: O r  the i r - - the i r  speech writers--but probably Cut ler  (M: yeah) o r  something 

because i t  was a master fu l  job, thought. 

M: That 's  i n t e r e s t i n g .  --And then t h i s  was the  speech t h a t  Dir--uh-- 

East land used t o  in t roduce  the b i l l ?  

E: Oh, yes. --Not t o  in t roduce  the  b i l l - - i t  was a l ready pending on the  

calendar--but t o  t ake  i t  up f o r  debate. 

M: That 's  i n t e r e s t i n g .  

END OF CLOSED PARAGRAPHS 



M: Then -were additional--aft--even a f t e r  the b i l l  had been passed by 


the Senate on August 23 (E: right)--the drug industry-- 


E: Yes. One suggestion included was t o  delete  an amendment added to  S.1552 


on the Senate floor.  This was preparatory t o  House Committee action zndlor 


conference--


M: Now these are  changes the drug industry wanted t o  make. 

.E: -These are  changes of the drug industry--at a time when both Senate and 

House versions were s t i l l  under act ive consideration i n  the House Committee. 

And I wrote my reactions on the margin of the summary a t  the time. They 

were i n  pencil but t h i s  i s  a Xerox copy of the document t ha t  was on f i l e .  

The Xerox copy didn't come out too well, so I traced i n  ink the comments I 

had made i n  pencil.  This summary, you w i l l  note, consists of "A.Majorl' and 

I,B.Minor" proposals. Of the changes--the f i r s t  one r e l a t e s  t o  a 

Senate f loor  amendment by Kefauver on animal tes t ing  of drugs before tes t ing  

on humans. When f i r s t  offered,  the amendment was mandatory i n  form and 

would have required the Secretary's regulations t o  require such tests on 

animals, and approval thereof by the Secretary, and require the invest igators  

of the drug on humans t o  r eg i s t e r  with the Secretary, keep records, and send 

the Secretary copies of t h e i r  reports. However, before a vote, Kelfauver 

changed h i s  amendment so as  t o  vest  i n  the Secretary discretion on a l l  th i s .  

Incidentally,  Je r ry  Sonosky may have been invdlved i n  t h i s  switch. He had 
r 

been admitted t o  the Senate f l oo r  at Senator Eastland's request (M: Yes, he told 


me.) and I remember being amazed a t  th i s .  Usually the s ta f f  of thie Committee 


or  personal aides of Senators are  admitted, but for  others it i s  a most 


unusual thing, although I 've  seen i t  happen. I saw him conferring down there 


when I was i n  the gallery.  


M: Wasn't Jacob Jav i t s  pushing--pushing f o r  t h i s  too? As well ,  I think. 



E: W e l l ,  I t h i n k  he  claimed t o  but  t h i s  was p r e t t y  much--='re t a l k i n g  

about t h e  d i s c l o s u r e  t o  t h e  p a t i e n t ?  

M: Yes, yes.  

E:  That 's  a  d i f f e r e n t  one. I ' l l  come t o  it .  That one part icular ly--and 

I ' l l  come to- - tha t ' s  an important one. But on this one t h e  indusory proposal  

a f t e r  Senate passage was t o  cu t  out  t h e  Kefauver amendment, not  because they 

objec ted  t o  t h e  p a r t  r equ i r ing  tests on animals and d i sc losu re  of t h e  r e s u l t s  

t o  t h e  Sec re t a ry ,  b u t  because of t h e  o t h e r  provis ions  of t h e  amendment. The 

corresponding House language d i d  not  p a r a l l e l  Kefauver's ve r s ion  except t o  

t h e  ex ten t  of s p e c i f i c a l l y  au thor i z ing  t h e  Secre tary  t o  r e q u i r e  " p r e c l i n i c a l  

t e s t s "  adequate t o  j u s t i f y  t h e  proposed c l i n i c a l  t e s t i n g .  I n  confierence t h e  

House ve r s ion  p reva i l ed ,  except t h a t  Kefauver managed t o  g e t  "( including 

t e s t s  on animals)" i n s e r t e d  a f t e r  " p r e c l i n i c a l  t e s t ing . "  The f i n a l  language 

negates  any requirement o f  d i r e c t  r epor t s  by c l i n i c a l  i n v e s t i g a t o r s  t o  t h e  

Secretary.  We had no ob jec t ions  t o  these  changes, e s p e c i a l l y  because t h e  

f i n a l  wording included language t h a t  made c l e a r  t h a t  t h e  Secre tary  had broad 

a u t h o r i t y  t o  impose a d d i t i o n a l  requirements t o  p r o t e c t  t h e  pub l i c  hea l th .  

The l a t t e r  language, i n  Kefauver's amendment, stemmed from something I had 

d r a f t e d .  The next  "major" indus t ry  proposal  of August 28 was t o  modify t h e  

proviso  au thor i z ing  t h e  Secre tary  t o  suspend a new-drug approval summarily i f  

he found an imminent hazard t o  pub l i c  hea l th .  The indus t ry  people wanted t o  

amend t h a t  proviso  t o  incorpora te  t h e  substance of the  Senate l e g i s l a t i v e  

h i s t o r y  as t o  t h e  circumstances when t h e  power of need of suspension could 

be exerc ised .  A s  explained by them, what they had i n  mind was Senator  

Eas t l and ' s  f l o o r  s tatement  t h a t  t h e  power should be exerc ised  only after 

consul t ing  t h e  manufacturer and, where time permits ,  a f t e r  obta in ing  t h e  

advice of an independent panel  of s c i e n t i f i c  and medical expe r t s  of t h e  



National  Research Council of t h e  National  Academy of Sciences.  I j u s t  put  

a b i g  'No.' t he re .  (M: heh-heh-heh-heh) The next  proposal  was om medical 

j ou rna l  advert is ing--see t h a t  paragraph on adve r t i s ing?  They wanted t o  

modify c lause  (3) s o  a s  t o  s u b s t i t u t e  a mere requirement t h a t  t h e  adve r t i s e -  

ment conta in  a conspicuous n o t i c e  r e f e r r i n g  t h e  physician t o  t h e  nanufac turer ' s  

l i t e r a t u r e  f o r  f u l l  information a s  t o  s i d e  e f f e c t s ,  contra-indicaCions, and 

e f f ec t iveness .  I n  t h e  a l t e r n a t i v e ,  i f  t h e  c lause  (3) were r e t a ined ,  they 

would add a proviso  ' forbidding p r i o r  FDA censorship of  language af each 

advertisement. '  And I have a b i g  'No' on both  of those.  

M: Of course t h i s  is--was t h e  so-called Younger amendment i n  t h e  House t h a t  

had been defeated.  (E: Uhh--) The essence. I guess they ' r e  stiLl at tempting 

t o  g e t  t h a t  (E: Well--) back i n .  

E: However, t h e  f i n a l  House ve r s ion ,  which p reva i l ed  i n  conference, did 

r e q u i r e  c l ause  (3) information only i n  b r i e f  summary, and d id  ba r  a prepubli-

c a t i o n  approval  requirement 'except i n  ex t raord inary  circumstances. '  Now--

next ,  on extens ion  of  a n t i b i o t i c  ba tch  c e r t i f i c a t i o n .  They wanted t o  s t r i k e  

t h a t ,  though they gave a wrong c i t a t i o n .  They d id  succeed i n  excluding 

ve te r ina ry  a n t i b i o t i c s ,  as  i n  t h e  House vers ion .  Next item--time f o r  a c t i n g  

on new drug app l i ca t ion .  Their proposal  was t o  modify t h e  b i l l  on new-drug 

c learance  s o  a s  t o  r equ i re  an oppor tuni ty  f o r  conference during each 60-day 

per iod  of the  i n i t i a l  180-day per iod  f o r  approving t h e  app l i ca t ion .  On t h a t  

I have a b i g  'No' wi th  an exclamation mark. And t h a t  they d i d n ' t  g e t .  They 

a l s o  wanted t o  r e q u i r e  t h a t ,  i n  t h e  event  of a hear ing ,  t h e  dec i s iQn  would have 

t o  be  i ssued  wi th in  60 days a f t e r  t h e  c l o s e  of t h e  hearing.  On t h a t  I noted 

'Absolutely not!' They d id  g e t  t h e  '90 days a f t e r  t h e  d a t e  f ixed  8or  f i n a l  

b r i e f s .  ' 

M: NOW, were you a c t u a l l y  meeting wi th  t h e  drug people at--? 



E: Well I was meeting wi th  J e r r y  at l e a s t .  Now whether, a t  t h e  Ploment t h a t  

I made those  notes ,  I m e t  wi th  anyone e l s e  I don' t  remember-or whether I 

gave those  t o  J e r r y  o r  not--I don ' t  know anymore. But I do know =--that 

I ' v e  got  t h i s  phys ica l  evidence (M: r i g h t ) .  And I suppose I must have been 

consulted on i t  a t  l e a s t .  But I--I j u s t  can't--we may have been q e e t i n g  on i t  

though. I j u s t  don' t  remember. Maybe it was given t o  t h e  CommitUee s t a f f  and 

they gave us t hese  and we a r e  r eac t ing .  Then they have (B) Minor amendments. 

On t h e  grandfa ther  c l ause  on e f f ec t iveness  requirement f o r  e x i s t i q g  new drugs. 

They s a t  ' S t r i k e  t h e  present  2-year l i m i t a t i o n  on t h e  grandfa ther  c l a u s e ' ( t u r n s  

paper).  I n  o the r  words, make it a grandfa ther  c lause .  And an t h a t  I 

j u s t  have a 'No.' 

M: But t h a t ' s  not  exac t ly  a m& amendment, i s  i t ?  

E: Indeed not! And s h a d  r e a l l y  agreed on t h a t  w i th  PMA lawyers i n  t h e  

nego t i a t ions  on t h e  Senate s i d e  wi th  Katzenbach i n  on it .  

M: So, i n  o the r  words, they--they j u s t  were not  g iv ing  up u n t i l  t h e  

l a s t .  (E: Nooo.) 

E: See, they took t h e  view--yes, they had agreed t o  these  th ings  i n  r e l a t i o n  

t o  t h e  Senate b i l l  a s  it went through t h e  Senate,  bu t  t h i s  d i d  n o t  commit 

them--they took t h e  view--uh--as t o  what should happen on the  House s i d e  o r  

i n  Conference. Now, next  is ' s i z e  of type  f o r  o f f i c i a l  names on l a b e l s . '  

They say--amend Sect ion  9 ( a ) ,  subsec t ion  4 ,  s o  as t o  e l imina te  unimtended 

ambiguity as  t o  s i z e  of type  f o r  o f f i c i a l  name of an ing red ien t  and s i z e  of 

type f o r  o f f i c i a l  name of drug i n  brochures and o the r  l a b e l i n g  i n  which t h e  

brand name appears--frequently i n  vary ing  s i z e s .  Now t h e r e  w a s  a n  amendment 

on t h e  House s i d e ,  i n c i d e n t a l l y ,  I th ink  i t  w a s  t h e  O'Brien amendment, which 

had s a i d  something about where i t  should be--but -was c u t  out  on t h e  f l o o r  



by himself.  I j u s t  have a n o t e  on t h e  margin here--'No ambiguityw--because 

I d i d n ' t ,  a t  t h e  moment a t  l e a s t ,  s e e  an ambiguity. Next--uh--on t h e  

r e g i s t r a t i o n  of drug p l a n t s .  It says  'Amend t h e  s e c t i o n  t o  make c l e a r  t h a t  

r e g i s t r a t i o n  is required f o r  fore ign  p l a n t s  whose drugs e n t e r  U.S. commerce.' 

They had d r a f t e d  t h a t  sect ion-- that  was, as I t o l d  you, an indus t ry  proposal-- 2 1 
j u s t  a  minute. 

M: What proposal  was t h i s ?  

E: The r e g i s t r a t i o n  of drug p lan t s .  (M: Yes.) This  i s  differenC (M: Yes.) i 1 
0 
e
from--from t h e  l i c e n s i n g  (M: t h e  l i cens ing  provis ion)  provis ion  t h a t  Kefauver I 

9 

had (M: r i g h t )  changed t o  r e f e r  t o  r e g i s t r a t i o n  (M: r i g h t )  uh--thfs-- 	 c2-
a 

s 


M: I n  o t h e r  words, they reneged on t h e i r  own proposal .  	 I 
Y e< 
0,

E: Well--well--not reneged--no, bu t  expanded. They wanted to--yau see-- $ e 

amend i t  t o  provide t h a t  r e g i s t r a t i o n  i s  requi red  f o r  fo re ign  p l a n t s  whose 

I. 
2 
0 


drug products  e n t e r  U.S. commerce. And I have i n  my marginal notes  'No!' 
3g : 

They claimed t h a t  t h i s  would be  a  c l a r i f i c a t i o n  of t h e i r  proposal .  I r e j e c t e d  	 Z$ 

2
i t  on t h e  ground t h a t  t h e  S t a t e  Department would objec t .  I knew what t h a t  
C 

0 
i


Department's a t t i t u d e  w a s .  But t h e  provis ion  t h a t  t h e r e a f t e r  a c t u a l l y  went 	 2 
% 

i n t o  t h e  b i l l  i n  conference was t h a t  a  fo re ign  manufacturer could r eg i s t e r - - 	 j:
&5 


i t  would be allowed t o  r e g i s t e r .  But i f  such a  manufacturer d i d  r e g i s t e r ,  	 o 

F
* 
then we would advise  t h e  Secre tary  of t h e  Treasury t o  send us  samples of every 

D I! 
shipment f o r  examination; otherwise the  FDA genera l ly  only makes spot  checks 	 I 

P 
except  i n  s p e c i f i c  ins tances .  

Now. The next  "minor" i t e m  i s  c o n f i d e n t i a l i t y  of information d i sc losed  ~ 
t o  t h e  Sec re t a ry ,  t h e  sugges t ion  be ing  t o  add a new provis ion  corresponding 

t o  t h e  o r i g i n a l  ve r s ion  of s e c t i o n  202 of HR 11581. E h a d  a provtsion,  t h a t  

I r e g r e t t e d  l a t e r ,  t h a t  I had put  i n  t h e  d r a f t  b i l l  t h a t  became HR 11581. There 



was a c o n f i d e n t i a l i t y  provis ion  i n  t h e  Food and Drug Act, s e c t i o n  301( j ) ,  

which, i n  e f f e c t ,  makes it a p roh ib i t ed  a c t  t o  d i s c l o s e  t o  anyone, except  

t o  t h e  Secre tary  and employees of t h e  Department o r  i n  j u d i c i a l  proceedings, 

information acquired through f a c t o r y  in spec t ion  o r  under c e r t a i n  o the r  

s e c t i o n s  of t h e  Act, i f . t h e  information concerned any method o r  process 

e n t i t l e d  t o  p r o t e c t i o n  a s  a t r a d e  s e c r e t .  I had d r a f t e d  an amendment t h a t  

went i n t o  t h e  House b i l l  t h a t  would have cut  out  t h e  l i m i t a t i o n  a s  t o  t r a d e  

s e c r e t s  on t h e  one hand and i n s e r t e d  a  phrase a l s o  au thor iz ing ,  on t h e  o t h e r  

hand, d i sc losu re  "as authorized by law." This  was intended t o  r eas su re  

indus t ry  about t h e  increased  f a c t o r y  in spec t ion  au thor i ty .  But I r e g r e t t e d  

i t  because I asked myself, 'What i f  t h i s  i s  construed t o  prevent  us from 

making pub l i c  something t h a t  we had found and t h a t  t h e  pub l i c ,  f o r  i ts  

p ro tec t ion ,  needs t o  know?' So, I r e g r e t t e d  t h a t  and p re fe r r ed  having t h e  

amendment de l e t ed  from t h e  House version.  However, when HR 11581 was 

repor ted  on September 22,  it appeared t h a t  t h e  Committee had added a proviso-- 

a t t r i b u t a b l e ,  I be l i eve ,  t o  Congressman Moss--that s o  alarmed indus t ry ,  I 

be l i eve ,  t h a t  t h e  whole provis ion ,  not  merely t h e  proviso,  was dropped i n  

conference. The b a s i c  provis ion  t h a t  I ' m  t a l k i n g  about was not  i n  t h e  

Senate b i l l - - i t  was i n  t h e  House b i l l  only. The Moss proviso  s t a t e d  t h a t  

'nothing i n  t h i s  Act1--that 's  t h e  Food and Drug Act-- 'shall  au thor ize  the  

witholding of information from t h e  duly authorized committees of t h e  Congress. '  

(M: uh-huh) Well! From t h e  po in t  of view of indus t ry ,  t h a t  would be something 

M: It would open t h e  door! Heh. 

E:  And--and they-- It was j u s t  dropped i n  Conference. The whole thing!  

(M: Heh-heh-heh-heh.) In s t ead  of t r y i n g  t o  r e f i n e  it .  ( t u r n s  papers) A s  

f o r  t h e  r e s t  of t h e  13-page indus t ry  proposals  of August 28, I could lend  

you t h i s  and a sk  you t o  r e t u r n  it. 



M: Okay. Why don't we do that. 


E: This is the-- 


M: Those are the industry proposals-- 


E: This is a thirteen-page industry document of the same date--August 28th--. 


Now, let me just mention one or two other things. 


M: All right. 


E: I mentioned to you that we met around a table--I think it was on the 


very morning of the Senate-House Conference--trying to iron out thbngs. And 


then they went--we went over to the Capitol--we were outside the Cbnference 


Room--Senator Eastland wanted me in there and I'm sure that Tom CoLlins wanted 


me there. Tom had told him how helpful I had been to him and Eastland--I 


remember one time when I was sitting in the Executive Session of hris committee 


next to Eastland and he passed a note to me that looked--on one side was a 


tally sheet of votes of the Committee--I'm sure I saved it--I have it somewhere 


sbut I can't find it now--it said--'Mr. Ellenbogen, I appreciate your assistance' 
 5 
3 
P_ 

or something like that, you know. It was nice. And he wanted me to sit in c 

0 e' * on the Conference, at his side, -Tom Collins, and I think he wanted Jerry, 
 0 
stoo. Well, when the conferees on the part of the House--the managers on the 05 

part of the House--marched into the room, uh, Congressman Schenk objected to 
 F 

3 


our presence. He said he thought that only Members and staff should be there-- 
 % 
D 

staff of the Committees and Legislative Counsel, you know. And Senator Eastland x 

? 

said, 'Well--uh--we want them.' And so then Schenk said, 'All right, let us on the 


House side caucus.' And they caucussed and came back, saying they wouldn't sit-- 


they wouldn't confer unless we were put out. So--out we went. Helihh. And we 


were sitting or standing in the corridor outside the Conference Roam. This was 


a conference room that's on the East side of the Capitol--that new extension 




(M: urn-hum). And i t ' s  a room--the middle of which i s  exactly the center 

between the two Houses, you know, the table--in f a c t ,  the center CM: laughs) 

of the table--is the center between the two Houses! They had that  conference 

room, and so  t h i s  went on f o r  some hours, interrupted by ro l l -ca l l  votes. I n  

f ac t ,  I think i t  was a two-day a f fa i r .  They didn' t  get through i n  one day 

and Senator Eastland was there  for  most of the f i r s t  day, but then something-- 

t e r r i b l e  things were happening i n  Mississippi from h i s  standpoint. There was 

t h i s  business about Governor Ross Barnett t rying t o  block the admission of 

Meredith--was i t?-- to  (N: r ight)  the  University of Mississippi--arud big 

headlines (M: r i o t s  on the University campus) and poor Eastland--h~ was 

great ly  upset, I think. Whether you a r e  i n  accord with h i s  posit ion o r  not 

is another question. But &was rea l ly  upset and I think he got sJ& or  was 

needed elsewhere, and--anyway, he gave h i s  proxy t o  Senator Hruska. Dirksen 

wasn't there,  I think. There was Kefauver, you know. But Eastland wanted-- 

I remember on tha t  f i r s t  day par t icular ly  he wanted us i n  and so--after every 

recess he was t rying t o  get us i n  there again--and--he'd say, 'Come in .  Sit 

down!' And then Schenk (he pronounced i t  Skenk) would come back from a vote 

and say. or  gesture "out" o r  something l i k e  that .  Heh, heh (laughs). 

M: Well, why do you think Schenk didn't want you i n  there? Was i t  ju s t  a 

matter of principle or do you think he-- 

E: It may have been a matter of principle with him. I f  so,  I thiak i t ' s  

carrying the separation of powers doctrine to  a degree that  may no0 be 

good from the public i n t e r e s t  standpoint. But--

M: O r  do you think he was acting i n  the drug industry 's  i n t e r e s t  and hoping 

tha t  by keeping (E: That's possible.) you out he could-- 

E: That's possible. (M: uh-huh) Whatever the reason, I don't K n o w .  (M: You 



don't know.) But from time t o  time they'd c a l l  Jerry o r  Rankin or  me in-- 

I was called i n  only a couple of times, I think, actual ly  cal led i n  by the 

conferees t o  be questioned on some par t icular  aspect tha t  I might be able t o  

throw l i g h t  on. One, f o r  instance,  was bearing on t h i s  question about the 
n 


timing--of when the Secretary should make the decision on a new-drug application 2-
5 

--after b r i e f s  are  f i l e d  and a l l  tha t .  And so, t h i s  happened. 2 
0 
0 a


Now, I would like--there were a couple of interest ing items that  you might 4 
E 

want down here. For one thing, there was a difference between the two versions % 
0 

--Senate and House--as t o  t h i s  business on the labe l  and labeling of a drug-- %3 
0 
1


on the re la t ionship between the s i ze  of the so-called established name, the E. 

U-
0 

generic name, of the drug and the s i ze  of the proprietary o r  brand name on 2-. 
3 -

the labe l  and labeling.  The Senate version required, both on any label  and 
5 

E 
X 

on labeling,  tha t  the generic name be printed i n  type a t  l e a s t  half as  large <4 

0 

as that  used fo r  any proprietary name of the drug. (There was a l i k e  require- $ 

B 
P. 

ment f o r  the names of ingredients.) The House version, as amended on the House 
0 


f loor ,  provided tha t  i n  the case of labeling,  t h i s  requirement was t o  apply $= 
z
only t o  the f i r s t  place, and t o  the most conspicuous place i f  other than the :.-4 


f i r s t  place, a t  which the brand name appears. It was thus ra ther  c lear  and, 0 
C 
D 
9I think well understood by industry lawyers, that  i f  the Senate version < 
0 

prevailed it would be interpreted--and read--to mean that  every tilme that  a 3 
&g. 

brand name of a prescription drug was used e i the r  on i t s  labe l  o r  any labeling ? 

5! 
the generic name would have to  appear each time i n  a t  l e a s t  half Uhat s ize .  5: 
And they t r i ed  t o  have the House-passed version retained i n  conference. I X 

P 

remember Lloyd Cutler brandishing a drug brochure. before our eyes and exclaiming: 

' I sn ' t  i t  enough on the f ron t  page and once more!' 

M: Lloyd Cutler was the one waving the brochure and saying th i s?  

E: I think i t  was he. He was trying t o  get us t o  agree and he presumably 



thought if 3 agreed then everything would be all right. We did not agree. 

The Senate version was agreed to by the conferees. Later there was litigation 

on the meaning of the law. The drug industry sued the Department on the 

ground that the Department was misconstruing it. I didn't follow that and 

I don't know who won or whether there was a compromise or something. 

M: But as far as you understand the intent of the law was that everytime the 


brand name is used, the generic name was to appear. 


E: That was the intent insofar as one can speak of it--the intent of the 


law in my view and, in the light of the conferees' elimination of the House 


floor amendment, was certainly the understanding, I think, of those who were 


involved. It might have been unclear if the House floor amendment, which was 


an industry amendment, had not been in conference. What the courts said about 


it later I don't know. But, be that as it may, that's an interesting item. 


The -item was this. On the House side there was the Frfedel 


Amendment requiring disclosure to the patient in the case of an iavestigational 


new drug--that it is an experimental drug, and requiring the patient's consent. 


(I had drafted something that intentionally left an escape hatch if in the 


professional judgment of the investigator disclosure to the patient was not 


in the best interest of the patient or was not feasible.) By the way, perhaps 


at this point, before discussing the Friedel amendment, I should mention on 


that very question the Javits-Carroll amendment which was added while the bill 


was on the floor of the Senate. Jerry was on the floor at the time and I was 


in the reception room outside the Senate lobby. Every once in a while somebody 


would come and show me something--'Is this amendment technically aorrect?' 


'Would you draft something quickly?'--and so forth. In other words, I was 


standing by for giving technical assistance. Well, suddenly--I think it was 


Lloyd Cutler or another industry lawyer--came up to ice with an amendment which 
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apparent ly  they were t r y i n g  t o  persuade J a v i t s  t o  o f f e r  on behalf of himself 

and Senator  C a r r o l l ,  t o  o f f e r  i n s t e a d  of an amendment t h a t  would have requi red  

n o t i c e  t o  a  p a t i e n t  of t h e  experimental cha rac te r  of a  new drug. And s o  t h e  

s u b s t i t u t e  amendment was simply t o  add a re ference  t o  ' i n t e r e s t s  of p a t i e n t s '  

a f t e r  a re ference  i n  t h e  b i l l  t o  t h e  e t h i c s  of t h e  medical profess ion .  remember?â 

A s  I r e c a l l ,  t h e  indus t ry  lawyer showed me t h e  proposed amendment, ' W i l l  no t  

-t h i s  do i t ? '  o r  words t o  t h a t  e f f e c t .  I was aghast .  And I s a i d ,  a n g r i l y :  'You 

-know t h a t  i s n ' t  t rue! '  Let  m e  t e l l  you why I s a i d  t h a t .  ( t u r n s  gages) The 

b i l l  provided f o r  adding language t o  t h e  FD&C Act au thor iz ing  t h e  Secre tary  

t o  e s t a b l i s h  by r egu la t ion  record keeping and r epor t ing  requirements,  both i n  

t h e  case of new drugs s t i l l  i n  i n v e s t i g a t i o n a l  use and those a l ready on t h e  

market. With r e spec t  t o  drugs i n  i n v e s t i g a t i o n a l  use  (so-called IND's) t h e  

a u t h o r i t y  was i n s e r t e d  i n  t h e  subsec t ion  r e l a t i n g  t o  exemption of experimental  

drugs from premarket clearance.  With r e spec t  t o  new drugs a l ready on t h e  

market, such a u t h o r i t y  was put  i n  a  new subsect ion.  This  was something t h e  

Administrat ion had wanted. A proviso  had been added by t h e  Cornmitttee, a t  

t h e  indus t ry ' s  suggest ion o r i g i n a l l y ,  t h a t  r egu la t ions  i ssued  under e i t h e r  

subsec t ion  ' s h a l l  have due regard f o r  t h e  p ro fes s iona l  e t h i c s  of che medical 

p ro fes s ion , '  meaning, I suppose, t h a t  HEW shouldn ' t  r e q u i r e  d i s c l o s u r e  of t h e  

names of p a t i e n t s  i n  r e p o r t s  t o  i t ,  'and s h a l l  provide,  where t h e  Secre tary  

deems i t  appropr ia te ,  f o r  t h e  examination on reques t  by t h e  person t o  whom 

t h e  r egu la t ions  a r e  app l i cab le  of s i m i l a r  information received o r  otherwise 

obtained by t h e  Secre tary . '  The Jav i t s -Car ro l l  amendment, a s  I have s a i d ,  

i n s e r t e d  t h e  phrase 'and t h e  i n t e r e s t s  of p a t i e n t s '  a f t e r  t h e  re ference  t o  

medical e t h i c s .  It seems t o  me t h a t  t h e  i n d u s t r y  people s o l d  Javilts a  b i l l  

of goods t h a t  -would r e a l l y  r e l a t e  t o  t h e  same mat t e r  as a memingful ly  

d r a f t e d  provis ion  on d i s c l o s u r e  t o ,  and informed consent by, a  p a t i e n t  a s  t o  

t h e  use  of  an experimental  drug. But t h i s i s  merely p a r t  of a  proviso r e l a t i n g  



t o  record keeping and r e p o r t s  t o  t h e  Secre tary .  

M: It's--uh--. I n  f a c t - - i t  go t  put  i n  t h e  wrong place.  

E: I suppose t h a t  t h e  indus t ry  lawyers, i n  proposing it ,  had no i l l u s i o n s  

about i t .  They argue t h a t ,  s i n c e  t h e  proviso  r e f e r r e d  t o  " regula t ions  

under" t h e  subsec t ion  on I N D ' s ,  t h e  re ference  included -a l l  regulaoions under 

t h a t  subsec t ion ,  not  merely t h e  r egu la t ions  on record keeping and r epor t s .  

But,  anyway, d e s p i t e  my reac t ion ,  they apparent ly went back and got  J a v i t s  

t o  o f f e r  it. I don ' t  know whether J e r r y  Sonosky was involved. Nm--it d i d n ' t  

q u i t e  he lp  because, i n  conference, t h e r e  -s t i l l  was t h e  F r i e d e l  amendment i n  

t h e  House vers ion .  By t h e  time of t h e  conference Celebrezze was t h e  Secre tary .  

The F r i e d e l  amendment requi red  t h e  Secre tary  t o  r equ i re  informed aonsent of 

t h e  p a t i e n t  o r  h i s  r ep resen ta t ive ,  but  t h e r e  were proposals  t o  g ive  t h e  

Secre tary  d i s c r e t i o n  i n  t h e  mat te r ,  a s  we l l  a s  otherwise l i b e r a l i z ~ i n g  t h e  

amendment. Celebrezze was a l l  upse t  because he d i d  not  want any d i s c r e t i o n  

t h a t  would sub jec t  him t o  p res su res  from both s i d e s ;  he wanted t o  be  ab le  t o  

say  t h a t  he had t o  do t h i s .  He had a l ready,  i n c i d e n t a l l y ,  i s sued  proposed 

new regu la t ions  under t h e  broad o l d  inves t iga t ional -use  a u t h o r i t y ,  bu t  not  

on t h i s  p o i n t ,  I th ink .  So J e r r y  Sonosky was charged wi th  see ing  t o  i t  t h a t  

any Friedel- type amendment coming out  of conference was mandatory, t h a t  t h e  

Secre tary  would be  ab le  t o  say ,  'I & t o  do t h i s . '  A requirement of informed 

consent was t h e  mat te r  t h a t  i ndus t ry  was very much a f r a i d  o f .  

M: He has  t o  do what? 

E: As i t  came out  of conference, f i n a l l y ,  t h e  Secre tary  has t o  pult i n t o  

t h e  r egu la t ions  a requirement,  as a condi t ion  of permi t t ing  a  drug t o  be 

shipped by t h e  manufacturer f o r  i n v e s t i g a t i o n a l  use, t h a t  d i s c l o s u r e  be made 

by t h e  i n v e s t i g a t o r ,  t o  t h e  p a t i e n t  o r  h i s  r ep resen ta t ive ,  of t h e  i n v e s t i g a t i o n a l  



nature of the drug and tha t  the  consent of the pat ient  o r  h i s  representative 

be obtained, (M: So Celebrezze wanted--)except, as s ta ted i n  the conference 

version, when i n  the invest igator ' s  professional judgment t h i s  would be 

con t r a ry to  the best i n t e r e s t s  of the pat ient  or when the investigator deems 

i t  not feasible .  

M: Of course, t h a t ' s  the  big loophole. 

E: Well, but -t ha t  kind of exception I argued for ,  and I drafted one along 

tha t  l ine .  Bi l ly  Goodrich argued against it. It seems t o  me a very sens i t ive  

matter f o r  the federal  government t o  d i c t a t e  t o  a physician using an experi- 

mental drug what he should t e l l  the pat ient .  It seemed t o  me that  some 

qualifying words were needed because there were a l l  so r t s  of possible 

circumstances where a good doctor might not consider it i n  the best  i n t e r e s t s  

of the pat ient  t o  the  pat ient  or where i t  would not be feasible  t o  do so. 

This is a debatable subject .  (M: Yes, yes, I recognize that . )  Oqe need only 

read the Senate debate leading up t o  the Javits-Carroll amendment t o  rea l ize  

tha t .  So, the  exception is a loophole, and how big i t  rea l ly  is depends on 

the conscience and good f a i t h ,  I think, of the investigator.  And, anyway, 

Celebrezze wanted the word ' sha l l '  r a ther  than 'may' so as t o  leave & n o  

choice. But I think i n  conference they were disposed t o  have 'may,' so Jerry 

pract ical ly  got down to--Ron Rai t t ,  I think--on h i s  v i r t ua l ly  to--as a 

personal favor t o  %--try t o  keep the word ' sha l l . '  Heh (laughs) I thought 

that  was interest ing.  (M: Yeah.) And the conferees l e f t  the Friedel amendment 

mandatory on the Secretary. This i s  not t o  be confused with the 'except' 

clause tha t  the conferees tacked onto the Friedel amendment, leaving the matter 

i n  the f i n a l  analysis t o  the  professional judgment of the s c i e n t i f i c  investi-  

gator. On another point Kefauver was very adamant on get t ing h i s  Senate floor 

amendment fo r  animal t e s t i ng  before tes t ing  on humans i n  there, and there 



something on animal t e s t i n g ,  bu t  no t ,  I th ink ,  a s  s t rong  as he had. 

I th ink  you probably want t o  wind up here .  I j u s t  want t o  say that--uh-- 

I remember t h a t  a f t e r  t h e  conference w a s  over ,  I not iced  Rankin going t o  t h e  

telephone--telephoning t o  h i s  people--and saying--uh--'I t h ink  w e  got  a  good . 

b i l l .  Up t o  t h a t  poin t  I wasn't  s u r e  what he r e a l l y  thought. (heh-heh-heh-- $ 
" 

laughs) I might a l s o  mention t h a t ,  when t h e  b i l l  was i n  executive se s s ion  5 

2 
0 

on t h e  House s i d e  be fo re  being repor ted  t o  t h e  House, we were s tanding  by and % 
i 

occas ional ly  Rankin would be  c a l l e d  in .  Once, I th ink ,  I was c a l l e d  i n .  Anyway, 
% 

I worked--helped a  b i t  there--to t h e  ex ten t  t h a t  we could. On t h e  House s i d e ,  2 
0 

3 


I might say, both before  and a f t e r  Senate passage, I would say  t h a t  t h e  House 

committee consul ted more t h e  Food and Drug people than us--heh ( laughs) .  

M: That 's  t h e  impression I have. 

E: Yes--huh (laughs) (M: r i g h t ) .  Except Menger--Jim Menger, s i n a e  r e t i r e d ,  

was t h e  p ro fes s iona l  man on t h e  House Committee--a very b r i l l i a n t  man. Very 

a b l e ,  and I had e x c e l l e n t  r appor t  with him. And I d i d  work wi th  him t o  some 

e x t e n t  on t h i s .  For example I th ink  i t  was a t  h i s  reques t ,  t o  calrry out  a 

Conference dec i s ion ,  I red ra f t ed  as an amendment t o  t h e  s e c t i o n  on 'p rohib i ted  
C 
0 

a c t s '  t h e  Senate provis ion  t h a t  would have deemed a p r e s c r i p t i o n  drug misbranded 

0,
i f  t h e  manufacturer d i d  not  f u r n i s h  t o  p r a c t i t i o n e r s  on reques t  c o r r e c t  copies  I 

& 
Q.of t h e  requi red  package i n s e r t .  It made b e t t e r  sense thus.  Well, is t h e r e  
0 

anything e l s e ?  

M: No. Let  m e  thank you f o r  your--uh--(E: Fine.) long hours--vei?y fu l l - - P 
x 

E: I ' m  a f r a i d  I rambled q u i t e  a bit--

M: A very f u l l  d i scuss ion  of t hese  provisions.  

E: I ' m  a f r a i d  I rambled a l o t  and omitted many th ings .  My memory i s  l i k e  a 



s i e v e .  Perhaps I should have kept a diary, but i t  never occurred t o  me 

that i t  would ever be a l l  r ight t o  go beyond the record. 

END OF INTERVIEW WITH T .  ELLENBOGEN 
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